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AEE. BRBICTOWIETEREERMERICOVT., EMBEMESDEEICHULT TR
M- BEBRZEF OEMDBHET., AR DFERNEYEHIMSNBDEMNCOVTDHIKS5T D
Eo Fle. BERMIBICEILS. BEXGFZORKICABRDOENUENRUEBKREZT2EEL. B
BZBTHOIR5TBHTE,

2. ZB(RDFBHEICIFFESLEBVTE)
FEI DD I UBHAEDEIERED H 2 FE




EIEERICRAT 3B R

2V CRERER200mg [— MR - 977 I T (EIEFHEIER) - LR AH (E. HIBEBY >/ SERR O'HY
B> /NERDFREICFHIZT HCD (Cluster of Differentiation) 19F1RZEAZNE I BF cZE /7 O—F )Lk
T AFIFCDI9HEE T D &K T RNV RAOEZZFEL T F2ZILFT5—HE3. yo-THEE. 21
SNBSS I 2 TIAMKIFIEMIREE (ADCC : Antibody-Dependent-Cellular-Cytotoxicity) RO ikTE
MHEMEREER (ADCP : antibody-dependent cellular phagocytosis) a2 BT 7179 —#E= U CHE
BIEERERERT EE25NTLET ",

In vitroTIF ABIELFIRIROHAICKIADCCEHZERL. LT NOER DB S LW ERVMERERUE
L2,

A G BRI (SHEA MM ) >/ S8 (Grade 1.2X(33a) R UBRX FHADEE >/ SEERE6544
GRafatt!) >/ SEES 48601 >/ SEE1066). SE5BAAN46FE2S0) RRELE. _EER. SR
BB. 529 MEIC LB ERHREEIERE INCMOR 0208-3015E) Y D7 —9%(ICEDE. 20256 128(C
[BFEXFHAM DRI >/ S Z2AEX 3R EL TSR AR ZBELE L.

AN DERREEE N OSEANDERATE. MBI  RRAE BEUFFR 1)L ADBE b E TIE S R B RN
(PML) .infusion reaction. FEBARIEIEERE (TLS) B EDBWERDRIRA RO SN TWVET . 2 CARIZEELE
[CERALTWEELEZO GEFENNBEREIEREZ O RS EFEHIZ MBI ERATRIZERLELE,

FEIDERICHRLEL TR B OEFANNOABEEFRANECSRO L BEFRICSHRAVCESET
FOBANWNELE T,

BHDEFRANIERE IR TBOANEEREREKSHEOEEBR— AR—V DERAEERBERIRREN—
(https://www.pmda.go.jp/PmdaSearch/iyakuSearch/) a5t AR— AR— DEEBGRE KO (T
1~ (https://www.incytebiosciences.jp) TSRV Z(FE T,
BFANFIESOTRITI—RIIICS-1I—RHSE SRV TES,
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BENHEAEDERE) > NEDES
- THBREBEE T HRIEEICK) . Grade 1~3AEZRISNIZBENWRITEVET .

I=SHRHN RR)

AR TN LESUEDEIEREDH BB EICIFRS LN TIZS L,

RENHEREAIIEE
RV ADERSEIFEHTITHEE

AEIDBEAB P R OVEEE TR 5L TR ERE PRV TIILAY—A—DEZI > 7 &{TD13E B
BRI ZAOBEEHE EDOBIRCIER D FEIRISERL TES Vo BRUIFFR DIV AF+1) 7 DEBE N IR ER
ZE (HBsHUFRR2ME AN DHBCHIUA S FHBSHUARZ ) (CH W T BEFFR UL AD B EMHLIC KRR A 5D
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3. B85 AXrSa—=I)

HENUHE

Y HFTT (BLFERZ) ROLFTIRIREDHABICHVW T BB RAICRYT7S 97T (ELFHEERR)
ELT12mg/kg (A E) 2 181 EREET T 5. 28HEZ 1917 7)LEL T RAID3H A 7)LF 1 :BRERER 40
(1.8.15K02288) 47L& 2:EEBER 20 (1 XU 15HE) #5720 &A1 2H 1V ETHRSZ
T T o

W28BZ1Y17)IMETS
>H1TI1

' #l 12mg/kg n n n m
® LFURIR20mgEH 0000000000 00000000000
o 1)YEST T 375mg/m?

»H17)L2,3
DAYS|1[2[3]4|5]6]|7]|8]9]10[11/12[1314|15|16|17|18|19|20|21|22|23|24|25| 26| 27| 28
- KHl 12mg/kg [ [ | |

® LFURIR20mgEH 0000000000 00000000000
o )YEST T 375mg/m?
»17)4,5

DAYS|1|2]3]4]5]6|7]|8]9|10[11]12]1314]15]16]17|18]19]20|21|22|23|24| 25| 26| 27| 28
-l 12mg/kg u u

® LFURIR20mgEH 0000000000 00000000000
o )YEST T 375mg/m?

PH1TI6-12
DAYS|1|2]3]4]5]6|7]8]|9|10[11]12]1314]15[16|17|18]19]20[21|22|23|24| 25| 26| 27| 28
=l 12mg/kg u u

® LFURIN20mg EH (0|00 00 e oo oo oo oeeeeeeeoe
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HEEFIHX
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AU
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MEXIIVE (DT ERTI>ES0~100mg)
ZNITLFIRTOTR(FLRZV DO HEE 100mg EIRNIRS)

GEZEORBRS
IR : A5 (32028 PR —UvEs T OIECRS
BSRIRE | ARIRSOR300%. H ORISR TRICABLEB SR ESFTHEU YT
REFB. BB REDAFY T E T2 )Y F Y TR EFRETHOREE U,
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(p.8 MAERIMIRITEISR)

O FHNOBILEEN40ME/MLEBBES T E/N1 7ILICBBEES AKX
5.0mLE/N\1 7 IILDOREE B> T o<W ENZET
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. ARAELIRSIRNESEEIR

HIRGE
O DLEEENTTILHSKREE) AFEA2kgll EDBEF250mL. AE42kgFBDEE(G100~200mLO%E

BERIERNASIRBE/N\Y 7 (LD o<IIZBRBELET . B BRRDARIRELEEF2~8mg/mLEL
FIF T T7ILADERIFEREL TIES L,

O S5/ T ED L) EEE (LU TEMNSRE LIRSV TLEE W,
O EFRBFINTESLTEE 0,

O FIRABTEPHERL TV BEITFERLAVEE . BIRAITEL T T 2~8CTRE360E/. 20D
#EE25 CCRR2ANEE CRET DN TEET  HHE IRE(FBE T TIES 0,
BIBFHX
O RIZ7OEL > (PP) RUKEEEZIL (PVC) ARUTFL > (PE) RUTFL>FLIIL—K(PET)  HSZARD
BmREERERITILY> (PUR) IFPVCROER Y DEICTEGFROHSNTVEE Ao

FERIRIRGE

WNEBEZ /N7 IHSIREE) FEA42kgl EDFBRE(F250mL FE42kgRiENDEE(F100~200mLOD4IE
BISEAASTeUA/NNY 7 (CDo<WIIZBIRRELET . BB BIRRDAFIRILCRE(F2~8mg/mLELET

{58 (ke) ‘ZEﬁU?Q‘—:}E(mg)‘ N7 | sk ‘ BRRRE | MECERRE

(mg/mL) (mL)

35 420 3 15 40 10.5
36 432 3 15 40 10.8
37 444 3 15 40 11.1
38 456 3 15 40 11.4
39 468 3 15 40 11.7
40 480 3 15 40 12.0
41 492 3 15 40 12.3
42 504 3 15 40 12.6
43 516 3 15 40 12.9
44 528 3 15 40 13.2
45 540 3 15 40 13.5
50 600 3 15 40 15.0
55 660 4 20 40 16.5
60 720 4 20 40 18.0
65 780 4 20 40 19.5
70 840 5 25 40 21.0
75 900 5 25 40 225
80 960 5 25 40 24.0
85 1020 6 30 40 25.5
90 1080 6 30 40 27.0
95 1140 6 30 40 28.5
100 1200 6 30 40 30.0




RSICRLTOEEERIR

O cF/5(C&Binfusion reactionZ& 9 27=HIC. BTN 1 HA 7L CENVTIF AFIRSDI30~60%9
I eI I A mEEERES. BB ERILERIDFIR 52T TEE 0,

@ Infusion reactionhFRHESNI=BE T ZDEDBETEHRSEZERL TS,
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EDHERIIE(50~100mg) ROZIILITLFIRFTOCRMB : prednisoneX(EFLR=ZV O RE LRIV O ARET100mgERAIRS) # R ELI-%
TITWELTZ, BHRR(FEIR S5 DBIBHI30~ 600 B CITVELZ. BHRRERID 1 I L TERABEL RN IV TARIN (F /TR T DGrade 2L ED
infusion reactionX(3Grade 1_EDH A M1 U EEIREFZERDEN I BB S ZDRDIVARS(CH T DRHFREERELGEREE (918) EEIA ¥R 5
EELTVEUz.

BRBE TR

BREEE

AED/RSRE(F FERSORIIDI07E(E70mL/BFELET . Z2DRIESREE FF T 2.08EzER
(CRELET . 20BLIENEKRSE1 .5~ 2EZBR(ICKRSUTIET WV LR UL IRSEE (1 25mL/F a8 A
BOERDICLTLIES LY,
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5. FEZE I JEIFHEZTDXIHR

5.1 MERT&IJ\

- MERRIAMN BB TICHIMBARHESEE ICEVTRERDBRITHBIZEN SN TVET,

« BRI SIS KW IFPERRIZME (38.0%) | MUIVRGEIAME (11.3%) BN (6.2%) « B IMEKRLIZME
(5.8%) R U R IEIFRERRAME (1.8%) B HS5HNBZENHWET

* FEZSIN VKRS PR ERNICMRREZTOILE . BEOREZ+IHRBRIBKRIICLTLE
T

O FhIKHE

FHEIHNFEDYIEERTHY) 2Dt BE WEENFETO5NET,

2Z | BEHHE. SREERRSFNINY =17l SEAIRE GERENRANE SFPIREAME) T 1956 8 (HTl4F2F0E)
(https://www.mhlw.go.jp/topics/2006/11/d/tp1122-1f41.pdf) 202543 58

REIRS(ICKVENERNRIRUE S U TOREZSE (L ABIDKREEITOTIZEL,

P ChERER B7ChERER
1,000/mm35kit 1,000/mm3kis
. 7 BRI . 7 BRI Sogfrffiﬁ
RISFEH !
lv 38CUEICER
7 ¥-3 I I
PChERER - BPChERER
1,000/mm3LU_E 1,000/mm3K;&
" l' o SFcERA
S EER YFchERER 1,000/mm3lE = | 1,000/mm3;E
1,000/mm3LL LIS PO EE38CKE RIFFE38CLUE
EET3ET
o8 L L
BEfEL-5E YFhEREL

Sl 1,000/mm3Ed E

DD FR38'CERFIC
B8 T 3FTHRE
EELEES

RBEFAX




EFRHEISIAEEER INCMOR 0208-30155R :
LT PERORAMIE « 47 PERBAME [CBEE T BRIMER DFEIRIR(E LU R D@ TUTz,

AHHVYFIT+HLFURINEE

iNMIND:ERER) CERalt!) >/ SiEER) ¥ DR RIT TR

TSR+ YF T T+HLFURIREE

FEIRBIEN (%) (n=274) (n=272)
FEVEIFPERRIAME 5( 1.8) 1.5) 1( 0.4) 4( 1.5) 1( 0.4)
YFRERIRIAME

SFRERRIAME 90(32.8) 50(18.2) 24( 8.8) 78(28.7) 29(10.7) 34(12.5)
SFREREURIAN 16( 5.8) 8( 2.9) 4( 1.5) 11( 4.0) 7( 2.6) 3 1.1)

MedDRA Version : 26.0.Gradel&NCI CTCAE v 5.0(C#3'%

FIRKRUOEE THOHAM

EEREHEEISMIAEEER INCMOR 0208-30 1588
BT BRI AME  SFPERBIAME DFIR R O OHEE COHRBIELL T O&Y) Tz,

YIEIFERFE TOEIE

HIOFERE TOHAE
chR{iE (8EE)

AEHDY XTI+ FURI REE
(n=274)

ESOESnEE

TS5ER+IYXITT+HLFURIREE
(n=272)

L INMINDEER) CRats!) >/ VB * DR MHMRIT TR

. 48,08 43.08 213.08 37.59 48,08 27.08
FERRELS PRRBLE (3-304) 3304) | '|@13213)] 4| (11%81) (11-81) (27-27)
PRI

. 78.08 102.08 67.08 84.55 85.08 76.58
SFPERIRI 901 (11:329) [°9] (14-329) |24 (11-323) | 78] (14-388) | 22| (14-281) |*] (14-388)
e 98.58 99.08 88.08 56.08 51.08 91.08
SFPEREURLD 1161 (099309) | 8| (22-239) | 4| (aa-1a1) |11 ] 21-281) | 7| 21281) | 3| (42-182)
MedDRA Version : 26.0.Gradel@dNC| CTCAE v 5.0lC#3"%
E{EECOHEAR
FEHUYESTTHLFURIREE SRV ESTTHLF RS NEE
E{EE TR (n=274) (=272)
ch g (33
n | £Grade | n | Grade 3 | n | Grade 4 nnn Grade 4
P 5.09 458 5.08 5,08 5.08 5.08
FRBFPIRBDE | 5| 46 | 4] de |V G (2-6) (2-6) (5-5)
GF OB AME
. 8.09 8.09 8.08 8.08 8.08 8.09
SRRRAIE (88] (591) (50| e 22| 2418) |70] (1287) [2°] (29) |34 (1-287)
e 10.08 13.08 7.08 8.08 8.08 8.08
SREEES 1161 350) | 8| 3h5) | 4 e |1 @28 | /| 78 | 3| @3

MedDRA Version : 26.0.Grade(dNCI CTCAE v 5.0(C#9%
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5. FR=ERI SEIFALZOXIR

2=

BENEL. SRS BRIk EER FE. RN BB T IER EDIERA RO oNET,

2Z | EEHEYE. SEFERREINNGY =17/l SRR (ISR XA MET OV ME. 5REFRD S S IRIEE M. EFRZFIRIEE)
FaL195F6 8 (HHI3F4RE)
(https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1f05-r03.pdf) 2025F 3 Fi§ =

IR
EERHESMEE INCMOR 0208-3015E © inMINDRER) GERIM! ) >/ SEEER]) Y ORI COEM
(CEHETBRIEROFRIBILTE. LU TOBTU,

AE+H)Y LT T+HLFURIREE FSER+) YT THLFURI REE
FEIRIEEN () (n=274) (n=272)

am 1762 | sam | - | 1763 | ausm | -
MedDRA Version : 26.0.GradeldNCI CTCAE v 5.0[2#9%

RNV OEFE TOHE

ERRHESMAEER INCMOR 0208-301:E8 : inMINDEEER) CERaME! >/ SIEER) Y D& 4RI COA
OFRIBROVOHEFETORBIFLI D@ Uz,

YIEFEIRFE TOHAR
FENHVYXIIT+HLFURIREE TS5ER+IYXITT+HLFURIREE
YIEIFEIRETOHAR (n=274) (n=272)
ch o (EE6E)
n | £Grade | n | Grade 3 | n | Grade 4 nnn Grade 4
58.08 183.08 | _ _ 113.08 71.58
Al 71 (1245) | 3 | (92-245) 17‘ (5-282) ‘4 ‘ (12-147)
MedDRA Version : 26.0.GradeldNCI CTCAE v 5.0(1C#3%
E{EFTOHOHIE
FEIHIYXIT+HLFRSIREE TSER+HIYXIIT+HLFURSREE
O E COHAR] (n=274) (n=272)
choiE (EEE)
] 262 o] G o] e [a] Sl G o G
26.0H 5.0H B B 28.5H 1208 | _ _
Al 121 27790) | 3| (2-190) ‘ 161 Qa8) || 832 ‘ ‘

MedDRA Version : 26.0.Grade(d&NCI CTCAE v 5.0(C#9°%
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© MIVRiRISNRE

ELERY

AR (F B N HEDHIEIR T . IO 55FR G < FORKBIMROSEEANEC AERICEL T 8
M. OFFAHEIN. BRPIH . RIKEERR T HIIOEEE BN MR, 355U\ FEREDEMOIRIMIC KL (B R (FFTH#%)

IR EH MR g <Gofch) M TIIEIBEMAN I EFEVICLLGo7z)  BMmEMEX 12 UET,

2Z | BEFEE. EREWERRSRIGYZa7)L M/WEAME, Fak1 9568 (HF14F2H8E)
(https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1f45.pdf) 20254388 R

FEIRSICRVBHERANRIRELUICBGICE U TOREESE(C ABIDAREEITOTIES L,

/) \iz£850,000/mm3Kit

/) \R%%50,000/mm3LL E <= /) \iR%%50,000/mm3Kii
3] FI=-IE1% =
SR M/)\iR%%50,000/mm3) EICEET 3% T

7 ¥-3
EELEES

ERHEENEE INCMOR 0208-3015E : inMIND ER) GERZM >/ SEER) P DR 2R O
AR AME ICBHE T SRIFR D RIS LU DB U,

TIER+HIYFITT+LFIRINEE

AR+ FTT+HLFURINEE

FEIRBIEIN (%) (n=274) (n=272)
/) iR AME
I/ WRIRAMEE 26(9.5) 8(2.9) 3(1.1) 27(9.9) 9(3.3) 2(0.7)
I/ R ER 5(1.8) - - 4(1.5) 1(0.4) 1(0.4)

MedDRA Version : 26.0.GradeldNCI CTCAE v 5.0[c%9°%
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5. FR=ERI SEIFALZOXIR

RIERUEEE COHA™

EE IS MEER INCMOR 0208-3015%8 : inMIND:RER) GBI >/ SIEER) ¥ DR MM TOIM
NWRRAMEDFER R O'EEF OB D@ TUz,

YICIFRIRE TOHIR
AEHYHSTTHLF RS REE TSRS TTHLFURI REE
I ERIRE TN (n=274) ("=272)
hoYiE (ERE)
DEDRCSRnES .
[T/) AR AN
o 11158 114.08 8.08 100.08 114.08 86.08
) iR AE 26| @328 | 8| (15245) | 3| (8126) | %] (11-308) | 7 | (71-295) | 2 | (T6-156)
~ aom || | | 66.08 27.08 164.08
) RSB 51 (22-155) A oten | V] @727 |1 | ea164)
MedDRA Version : 26.0.Gradel@dNC| CTCAE v 5.0lC#3"%
E{EFTHEAR
REHYESTTHLF RS REE TSRV ESTTHLFURS B
O+ COHR (n=274) ("=272)
chouE (85
DEDRCSnES .
[T/) AR AN
. 15.08 8.08 9.08 15.08 15.08 11.08
MMRRISEE — 124) (4505) | 8| a28) | 2| @15 |28| (286 | 8| (729) | 2| (7-15)
. o8 | | || 650 5.08 408
) RSB 4321 4 we |V e |V @

MedDRA Version : 26.0.Grade(&NCI CTCAE v 5.0(C#9°%




O BMmIKRME

EEHESSMAEER INCMOR 0208-301588 : inMINDER) GBRaM!) >/ EER) P DR Mm@ cHH
MERRAME(CBHE T DBMFRDFEIRIN S IR D@ TUE,

BEIHIYF 2T+ FIURIREE TR+ YFITT+HLFIRIREE
FEIRBIEIN (%) (n=274) (n=272)
BIMERRANE
BMERRIAME 6(2.2) 1(0.4) 0(0.0) 5(1.8) 1(0.4) 0(0.0)
B IMEREURIA 10(3.6) 3(1.1) 0(0.0) 8(2.9) 3(1.1) 0(0.0)

MedDRA Version : 26.0.Gradel#NCI CTCAE v 5.0(C#3°%

FHRKRUOEETHOHM

ERHESETHEEE INCMOR 0208-301: : inMINDHER) GBI >/ SEER) ¥ DR BT THHE
MBKRAMEDFEIR R O OHEE CORRE (LI T D@ TLIz,

OFEBRE TOHHARE

AEHYESTTHLF RS REE SRV ESTTHLFURINEE
P EREE T (n=274) ("=272)
ch i (85E)
DEDDEROEEn .
MR
. 126.08 woom | | 78.08 7008 | |
BRI E 6122311 | 1 | (279279) 56183 | 1| (70-70)
" 82.08 08| | 49.08 a08 | |
BBk SR 101 @225) | 3| (21-168) 8112941 | 3 | (15-100)
MedDRA Version : 26.0.Grade(@NCI CTCAE v 5.01C%#9°%
B{EFEFHEAR
AEHYESTTHLFURIREE SRV ESTTHLF RS NEE
E{EE O (n=274) )
P (§5E)
DEDOEERDER.
MR
11.58 1508 | | 14.08 08 ||
BIBRESE (6| oon | 1] 595 >l 310 || 33)
e 15.08 0@ | | 8.08 zo8 | |
BIMIRERLD 91 0363 | 3| 24 81 174 | 3| (8

MedDRA Version : 26.0.GradeldNCI CTCAE v 5.0[c%9°%
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5. FR=ERI SEIFALZOXIR
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5.2 B

- ERCRBYYE (BNRBIEZST) RUBEETR VML ZAOBEEEH LN H5HODNBEN HEIDT.
Kﬁ']k‘—:‘rld‘ﬁ_Lo'Cﬂ:FﬁW'f LWAZEDOBREOBEZHRL TIESV . FEIRSHICBEBYCNEZ
TV AR S PIFBIYEDFRIRERIEICHERLTILEETL

« FENIESPICHRN (6.2%) . COVID-19 (COVID-1 9k Z2ZT) (6.9%) FNDEE L ELAE (B0
RRJEZSC)NHSONBZENHUET . F/ . BREFFRIVIILADEF LA HS5SDNB &
NHIET,

FEER
FHAN (FBE K FRELEDRED RN ERIIERD HE5DNIZE IR PNCIBIEEISER T DR OER
FeEBlLT<IEEn

ERHESEMHEEE INCMOR 0208-301:8 : inMINDER) CERRME >/ EER) P DR BT TR
PREVICEAE DGR (CRSET BRIEFDFIRIRRE LIF D@ TU,

*1 ! RROICEAEDBRRE | [REFENOFERE (SOC) [ICHEESNDGrade 3N (F4DBEECEET 5HEBR (TEAE) . BELTEAEX 3H@G IS TEAE

AEHYFSTT+LF RS REE PSRRI TTHLFURS REE
FEIRGI%N (%) (n=274) (n=272)

£Grade £Grade | Grade 3 | Grade 4 | Grade 5

RPER O ERAE 60(21.9) | 25(9.1) - 46(16.9) 12(4.4) 2(0.7) 1(0.4)
MedDRA Version : 26.0.Grade(&NCI CTCAE v 5.0(C#9°%

RNV OEFE TOHE

EEH ESS MR INCMOR 0208-3015%8 : inMIND:RER) GERRIE! >/ SIEER) ¥ DR MM TDIR

PREVICEEDRRAAE" (CESE T BRIEFR DRI R U EEE TOHRBIF T 0@ Tz,
*1 ¢ ERNICEEORAE | [BRERUEERE (SOC) | CHBENBGrade 3R FADHREIET SHEER (TEAE) . BIETEAEL SHBIVETEAE

YICIFIRFE TOHAR

NEFIH FEHUYESTTHLFURS KB FSERAUYESTT+HLFURS KB

EXJ)) (n=274) (n=272)

SRS hoRE

R ] e e« MSSRIRISS IS CSNESS
%ﬁ'}%ﬁ go| 14158 || 17608 || _ || 13808 || 10358 |, | 11658 |, | 23708
- (3357) (8357) (1-380) (5-380) 98135) | | | (237-237)

MedDRA Version : 26.0.Gradel&NCI CTCAE v 5.0(Z#9°%



A
EI{EFEFTHHEAR gg
RV FSTT+LF RS REE FSERHIYF ST T+LFRS REE Bz
@?Ei’cid),HEF)'eﬁ (n=274) (n=272) 2
ChiR{iE (3
‘ n ‘ £Grade ‘ n ‘ Grade 3 ‘ n ‘ Grade 4 nnn Grade 4 )al'
e 128 958 | B 15.08 15.08 1158
RERERUSERIE (56| )g) (24| (242) 41 ‘ (2-44) ‘12‘ (5-36) ‘ 2 ‘ (221)
MedDRA Version : 26.0.GradeldNC| CTCAE v 5.0(C#3% ?‘_‘j
<SZ5HR>
EfEEE DA INCMOR 0208-30151E : inMINDERER) ¥ (CH (T2 ERFEDTRHIRS
(DWW T =
BREUFFX 1)L A (HBV) DFBANARIZHBCADRG IR CBTEM RN (U T EEDHA RS (CEDE ';'_{
M1 I ZAEDFEHRIRSHTHhNEUIZ. ZOMOBFHRRREC DWW TIEIERDHTRS1 U (ICED<H Z
BB HNTONELE, ;'J»
FHIRIKR
TS OEROBZEERFRIBIN NEFHSNIEF RS OER OB Z LI N ORUET . -
FEHIYFITT+ TIER+IYFIT T+ : -
LRI REY LRSI REE BRI SE" o
(n=273%) (n=275%) e
=
BREREE/ | BREREE/ | BAESEE/ | BAESEE/ z
TH5E | TheseE | FHhigss | BHhRsE
SITIV TTIR
N 0/1741 0/2564% 0/144 0/26161 | EL.I>FHE L. .
HBVIC S SRERIE (0%) (0%) (0%) 0%) | Telbivudine. /7 nE
= gz
Z
A>>oael N 2
cwvicssmE | oom | 220 | onm | oz | IST000 T 8
e ° o ILEEIL.TUNEIL @
Q
JCYALILRIZES 0/273% 1/2756 &
s 0/141 0/27 24 0/141 0/2741 | 1YZFIRTFY
RREISSSRRTE | (o%) (0%) (0%) 0% | Ev>
P. jiroveciilzk® |  0/6f 1/2676 0/54) 1/27061 ffj;fff SR
R (0%) (0.4%) (0%) 0.4%) |5 T
FLAFV =L AN
I 5/19% 12/254%) 3/114 5/2648 | STV —)L R
HE- S DRERIE (26.3%) (4.7%) (27.2%) (19%) |+ — L. Kg3r
&
7306 NS
o A 0/19) 15/27 24 0/19) 7027480 | 50005505 z
(0%) (5.5%) (0%) (2.6%) et 2
) ﬁk

CMV : HA RMAAHOTTILANZV @ KEHRBEZ I IR

#HEFRER (FAS; Full Analysis Set) ZE#EE L TESL TS,

TR SRIARBTRARDEH (Telbivudine) 65ZFEND. B8 . 7 FHREINIBRFEPLE. 2L 77 ANFH Y —)LIFRUAN S AEDEEIELTUNERFESNT
WL

17




5. FR=ERI SEIFALZOXIR

@COVID-19(COVID-19iik & ZE D)

ERHESEMHERER INCMOR 0208-301588 : inMIND ER) GBRM >/ VEER) ¥ DR 2 ERBIT T

COVID-19(CEhET BRIFFAD BRI RIE LR D®EB TU.

18

FHEHVYFIIT+HLFURI REE TS5ER+IYXITT+HLFURIREE
HISHIEIN (%) (n=274) (n=272)
COVID-19 15(5.5) 6(2.2) 7(2.6) 1(0.4) -
COVID-19Hf% 4(1.5) 4(1.5) 1(0.4) 1(0.4) -

MedDRA Version : 26.0.GradeldNCI CTCAE v 5.0[c%9°%

COVID-19(CEhET BEIMERICKIETICESITEAIFIRDOSNEE A TUI,
EELEIFRAOAEBRRIELI OB TUE,

AFHUYFSTT+HLFURIREE

TSR+ YF T T+HLFURIREE

SEIRBIN (%) (n=274) (n=272)
SELEIEA 8(2.9) 8(2.9) 2(0.7) 2(0.7)

COVID-19 5(1.8) 5(1.8) 1(0.4) 1(0.4)

COVID-1 9k 4(1.5) 4(1.5) 1(0.4) 1(0.4)

MedDRA Version : 26.0.GradeldNCI CTCAE v 5.0[2#9%

FIERUOEETOHM

EERHEESEMIEEER (INCMOR 0208-30158R !

inMINDstB%) GERatt!) >/ SIBER) P DR L MIIT Th

COVID-19(CEH&ET ZEIERDFEIR N O TEE TORE U T D& TUz,

YICIHIRE TOHIR
AEHD)YEIIT+HLFURIREE FSER+IYFITT+HLFURIREE
YEREE ORI (n=274) (n=272)
choR{iE (E5E)
BESSRETRREER e
197.08 142.08 211.08 93.08 _
O 151 (43-342) (43-246) (63-343) (93-93)
~ 144.08 14408 | 258.08 258.08 | _
COVIR-TISfmsk 4 (102-176) 4 (102-176) (258-258) (258-258)
MedDRA Version : 26.0.Gradel@dNC| CTCAE v 5.0(C#3°%
E{EFETHEIR
AEHD)YEIITT+HLFURIREE FSER+IYFITT+HLFURIRE
O{EZxTHEIR (n=274) (n=272)
choR{iE (EEE)
BESIOETRREER e
11.08 6.5H 15.08 8.08 _
CEWIRTY 15| (4-342) (4-15) (7-65) (8-8)
~ 9.5H 958 | 23.08 23.08 | _ _
COVIRISHTA 4 (4-19) 4 (4-19) (23-23) (23-23)

MedDRA Version : 26.0.Grade(&NCI CTCAE v 5.0(C#9°%




5.3 BRIFFRVTILADEEE(L

* FHIFCD19ICx T 3 HATH Bl ZEE EAEAKFEZE I3 EN S HATIUY S
Y7 (RB ¥ EERRIC . EFFHESEMAEEER INCMOR 0208-30155R : inMINDERER) [CH L
TBEFRVTIL X (HBV) DBEEM(LICBERET B &EENE LIz, A7) —Z2 7 HFIC[HBsHIRR
M DFEE| XIS [HBsHURERE . HBcHiiFkE . HD.HBV-DNANRHENIZEE | 3R TB &
[HBV DA (3EEERRF (HBsHURE 4 A U HBcH AR %) D FEE THBV-DNAD HE N L
BE1E EANECSEOHBVEEN RS2 [CEIEEZIVV I RUFBHIRSEEET S
cEEEnFLE,

ESHFEIEDEHER INCMOR 0208-301:8% : inMINDEEER) (CH LT HBVIC K DRALE 3
WITNDOEICHEVTEROSNELBATLUL. 585 BIFHEISEMEER (INCMOR 0208-3015
BR) LIS DEEPREEER ICH WLV T HBVIC K BRERAUE (36 (1 )L R RT3 . BEUFFRDNARIE P 14E K
U'BRIFFREEIE LS 16l. WITNEIEEE) (CFRH 5N, 55261 (BEUFFRDNARIER 4 A U'BEY
FFREEEES16)) (3. FFEDEREFRABESNF LA TLUL.

*1 MedDRA PTOIRIEBRUAF | [HRAEIRMED 1)L RMERFR | M8 MHBTIATA | [SERMBRIFFAEAAE ] [HBV-DNAR X S— L1810 [FFERZE ] [BEUATX ] [BELAT
KIVAER] . [BEUETR VARG ] . [BEUETSRGURFZIE] L [BEUETR D77 FUAZ 1] . [BEUETR D77 R ] . [BEUFTRDNARIEFZ ] . [BEUFFRDNAKEN] . [BEUAT
KeFURIGIE] | [BEUFXeFURFGIE ] [BEUFF XS] [BRUFRRETUARG ] [BRUFFAREHRSE] . [BREFR V1L &G [EmEie] [D1ILR
MERFR | [T L R iG5| | [FFABE SRR [BERHBVER I RO AR I L AF -+ )7 — | st S

[ (L2 EAIC KW FAE T BBEFFRIER A1 RS> [ICR DWTEZY I ROFHR 5% XL T
<IEZELN

ERHESEMERE (INCMOR 0208-3015E : inMINDRER) GEBRaK >/ ViEER) Y DR MBI Tl
HBVICKBDREARIEFFRDSNTVEE A

58 BRHEEISIEEER INCMOR 0208-3015H8R) LA DERIREERICH WV T HBVIC K BREZUE(F 3% (D1
IV ZMERFR  BRUFFRDNARIE R4 N O BRIFFREIE M S 16 WITNBIEEE) (CFRHSN. D524 (BERUAT
KONARIER 4R OBRAFREEHEE1H) [ AFEORREBHEIEESNFEATUL,
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5. FEZE I SEIFAEZDXR

5.4 E1T1¢S R 1B EMRAE (PML)

- AFI DR SHRAP RO SR TRIFBEOREZ T3 CHREL. SRS, SRS FEER (F
. B  SEEEEFDOIERD H5ONZIHZE(C(E . MRIIC K ZEREZEIN U RNEEERIRE
ZITOLEBIC FHNDIRSZPIE LGB RUEZ{TOTLEEI WV FLPMLEBEIENLES(Z.
FHZERSLBVTIEE L,

* PML(3John Cunningham (JC) V1L ADEEMILICKWS|ERIESNFET . HEHICFEED
ZEINHIRRECH B BETRH SN, Billla iR E T 28EMAT/70—F LA EREEL TLY
97,

s BRARERICB ULV T.PMLIIERHSNFEATUED GBHICH VLW TERRELERFTHRIINEGENE
7 7t€Z27707' 5 ADSPMLOEGI FIHFRESNTHY) . BilIEF§% 5 | EfEC Tt DZFEFI TR
EENTVLET,

ELAEIRY

RAEEEES - - BEESMEEDSVEIMERTH) K-/ AR Bk MESCHiEE T,
8% BEEHEE. SREWERRSRIGY =17 ETIEL R MEBERIE (PML), HFI5F48
(https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1j39.pdf) 2025F3F =

RENRDOONZEICEMRICIDBEEEZM M UOMEHERIREZITOEEOIC AR DKRSZPIEL B
NBZETO TSV FLPMLEEISNIZZ B AFEBIRSLENTIES 0,

REBETHX

REDECAPMLICH U THEII UISB A (35 <  EFIBHEPMLODAEDE AL PMLEZEHTRS1>2020T
RSN TVBESIC FEREFIDREX (FDIECLH>T BENERBEZNEEESHEATETT 'Y,

2E | BEHEE. SREAMERRBRINY =27l TS REAEMAE (PML), BF15F48
(https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1j39.pdf) 20254 3Bk

ERHESEIMEE INCMOR 0208-301:E8 : inMINDER) CERaM! ) >/ SEELER) P D& MR CIEEIE
FAELTOPMLIEZRSSNTOER Ao




5.5 Infusion reaction

- FE EBR FP.[FIRE#ESEESTinfusion reactionhHS5hHhnNdTENHN . Z<DIFEIF. 1
17 VBICRBHENELED .. 217 I BLIBOKRSIFCERHESNTVET . EEHRHOSNIIE
Bl AR NS EHN(EhIEUBY)GUBZITOEEEICERDN EET 2F TCEEDIREZ T
DICERBLTLIEEL,

- Infusion reaction(32GradeT8.4%(23/274#l) . Grade 3L ET0.4%(1/274%1) ICSBHEN
FUE,

FHE EE FHEVENER#SESTinfusion reactionhNd5HhNET . £7/2 185248 LIAICinfusion
reactionMIER X (FBURN ASNTZIB G (FIBYEICEE T DL OEBEZIREL TEE0,

AR SICEVEHERANRIREL RS (ICIE LU TOEEZSZ(C. AR DRSSP . Pl RS EFERENDEFEE
ToTLEEN,

Infusion reaction Infusion reaction Infusion reaction

Grade 2 Grade 3 Grade 4

S/ By E - 5L/ B NE

Grade 1UF Grade 21 E

Grade 2= Grade 3= Grade 2/3=
Grade 1LUF Grade 1LUF Grade 2Ll E
Ef¥IE T S B TTEE Ebf¥IE T S B TIEE 5L/ B ENE
c FEIRARIBULED1/2LT s FEIRDRIBRUEED1/4LTF
DIR5ERE DIR5RE
- BR%1IFRLIAICInfusion - BR%E1IFRLIAICInfusion
reactionhBHSNEBWVES reactionH'EBHESNLGEWLES
ICIE.BBEICIHELT3I09T ICE.BBEICIHLTI09T

ECTERDRIBUIIR DR S EICERDFIRUIIED1/2
REFTRISEREZ LTSRS DIRSEEFTHRIEEZ L
EHTIHE (FBZEATTHE

2

Infusion reactionEBH

BB C OV TR~V BRUESN
S5tk

RBEFAX

21

=37
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5. FEZE I SEIFAEZDXR

ERHEZEIEER (INCMOR 0208-301585% : inMINDELER) TIE A TOLDICMBEL TWELE,
MGrade 2Minfusion reaction A EIBL/-HE

- WEEEBICPIET S,
- RN EEICISC TIMERIZIVENT/ XE7Eh 72 /71> (paracetamol) 6 UL EXFIL LRIV O (X IFEFERA)
=EY)ICIRE5T 3,

- ERDEEN [FGrade 1ICTBIRUETBRET (5918) EARICKWUFHESN /2B BIED50%DF NRE TR S5 & ik C& 2. 1
FR% ERDBRELTES T N\TINGAUHNRELTVDIHE. 300 CEISEAREZ L BEMNREINERDTHNIE.
N=2F1 > DREFT LIF5NB,

KA+ TTEROEBSZRGT 2156 ARIRZEL TEORDOAEI+ SRS ORICIIRIREEBRERT 5.

BFGrade 20IRRAFBHOSNIHE  HZBE (FERER (DB EEROREICE D BRNICEY G FHHEBNELSNSIE
ERMELT AR+ TS ERDEREEMT TED. ZORDAR+T IR SOBRICIIAHEEEBOEET 5.

KA+ T T RO/ SERFE TSBVEE JYF T IRO/ RELFIRIROESE#TEL TEEL,

@Grade 3®Minfusion reaction A FIRLIZHS

- B E5EESLICHIET .

BRERMAEM IS TIE RIIVER O/ F 7N 72 /T (paracetamol) UL IEAFIL LRIV O (R IFEEEE)

EEYICIRS U ABEICHU T ERIEE (TRHhEIER T SEINRE) DIRSEIRETT 5.

- 2TOFERATTR(CEHE L. FRRDE BV (CFRFREABY) TR SSNZIB AR  EED25%DENRE TR 5ZERLTEL.
F1ISEE ERDPBELTHEST  N\TINTIUARZELTVRBEE N—ZT1 > D50%ETI0DEITENEREE EFBE
M TED,

-&’—ﬁ@%ﬁfﬁ(_ﬂﬁéﬁou DB E (GradezRHRaW) JRE5EESICHIELGEARF1—7EEEHSENT,

SBERET (918 REIDREICE D& BRRNICEY A T HIEBN B UON DA E LT RE+ SRR SE# T TE 5,
Grade 3DIRROEIRZZHI=ZBEICHVTIRS T 25E ERPBZEL TZDROAE+ T ARERSDBRICITFHRE
Z=BOEMT 2. BEICHHGrade 3DIRRARHOSNIZHE . BMRBERFZDROAE+TTREBRSZEANICHIET S,
AR+ ROEEZERIEUEBE )Y F YT ROLFIRIRDESIE#HELTEL,

@Grade 4®Minfusion reaction A FIRLIZHS
. }Q’—:J%EB(:EPJLL/@HM;EEB@”\iﬁ‘ﬁi&'i’( S EBEDNSENT,
BRI EMCIGU TIE RIIVER O/ F 772 /T (paracetamol) UL IEAFIL LRIV O (RIFEEEE)
%Jﬁtﬂ(_}x’:}b MEITIGU T BRZDER (FTRHEIER T [ETIERESR) DRESERETT D,
- HBYBEEFZORDAFIH TR SEEINICHIET 2.
FE+ TS ARDRESEDIEUIEEE SZBEEF)YF VT ROLFIRIROBSZHEL THEL .

22



A
IR gg
"7
ERAESEMERE INCMOR 0208-3015E : inMIND:ER) CERE!) >/ SEEER) P DR 2 MATTD ?
infusion reaction(CESEY 2EIWER DRI R(E. LI TO®EY T, g,
FEHIYESTTHLFURIRE FSERHIVEITTHLFURIREE ”
FIRBEEN (%) (n=274) (n=272) s
Infusion reaction | 23(8.4) | 1(0.4) | - | 10(3.7) | 1(0.4) | —
MedDRA Version : 26.0.Gradel@NCI CTCAE v 5.0IC#3'%
*/- . EREESEIERE INCMOR 0208-3015E8 : iInMINDEER) (BRI > / SEBER) P D& MEREATIC ;53
BT BEHESBEEF|Dinfusion reactionMFEIBIT (BESER) (FLLTO®EY) TUE, ;
FEHUYFSTTHLF RS RE FSERHIYF YT T+ F RS RE I
(n=274) (n=272)
- H
Fomirioil A5 5" A5 554 AR5
35
. FHIRZS HIFAS HFRS RIS 55
HEBIEL n (%) FEIEY n(%) FEAIER n (%) SEFIEL h (%) g?g
FE
1 272 |113(41.5) 2 0( 0.0) 270 99(36.7) 2 1(50.0) g
2 111 14(126)| 148 | 170115 | 109 |200183) | 154 |18(117) =
3 107 13(12.1)| 153 12( 7.8) 91 14(15.4) 166 15( 9.0)
i
4 85 2( 2.4) 161 5( 3.1) 87 5( 5.7) 151 4( 2.6) %
5 70 5(7.1) 172 3(1.7) 72 3( 4.2) 162 3( 1.9) ?
3
6 53 5(94)| 182 2(1.1) 58 2( 3.4) 164 3( 1.8) %
7 49 20 41)| 182 5( 2.7) 54 1( 1.9 150 5( 3.3) Vi
8 46 20 43)| 172 4( 2.3) 52 2( 3.8) 145 3( 2.1) Q
&
9 38 0( 0.0)| 167 8( 4.8) 46 1( 2.2) 136 4( 2.9) A
10 34 1029 | 149 5( 3.4) 33 0( 0.0) 126 2( 1.6)
11 37 1027 132 0( 0.0) 26 0( 0.0) 116 2(1.7)
12 30 1(33)| 127 6( 4.7) 29 1( 3.4) 106 4( 3.8)
1 RRESE WY1 INCBEUSES RO FTHRSEOEER I CEL T 5. g
2 RHE AN TAELEE 1 BOSERS (FEIE Y FIT D) ER(F-EERBENRET 5. 1 ~35177)LBTIHABDERS. 417 BLIEE2E0
RERSNMTHhNS.
A3 L RUER T HBEFEFBEISFHIEUzinfusion reactionE =65,
E4A AF )Y FRINT ORUBRSBICEHR 5 EREUICERZ R 55 | EEERT Do
g infusion reaction(CW I BEHRE(FLI T D& TUT,
o gl
KBS FR5D30~6073F 3&
’EEH - 7th72/71>2(650~1,000mg #Z2O%5) %
FIEZII B (P TIIERT I E50~100mg) %

ZNIDLFIARTOCR(FLRZV DO RE100mg BIRMNIRS)
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5. FR=ERI SEIFALZOXIR

RIERUEEE COHA™

ERHESIARE INCMOR 0208-3013E : inMINDELER) GBI >/ SiEER) 2 DR MRITTO
infusion reactionMEIENR O LOIEETOHABIZLL T O TUTz,

EFERFTOHIR
AEHD)Y XTI T+HLFURS REE TS5ER+IYFIITT+HLFURSREE
YIEIFEIRECOHAR (n=274) (n=272)
ho{iE (EE )
n | £Grade | n | Grade 3 | n | Grade 4 |'n [ Z=Grade | n | Grade 3 | n | Grade 4
Infusion reaction 23 1.08 1 1.08 - - 10 8.08 1 1.08 - —

(1-16)
MedDRA Version : 26.0.Grade(dNCI CTCAE v 5.0(C#9'%

CHEFETOHHAR

(1-1) (1-114) (1-1)

CHEX TOHAE

chiR({E (EEE)

108 || 108 || |, 108 || 108
(1-1) (1-1) (1-1) (1-1)

MedDRA Version : 26.0.GradeldNCI CTCAE v 5.0[Z#9%

Infusion reaction 23




5.6 EERAIRTERES (TLS)

- BERARIRERE (TLS) A H5hNB e HIETOT. MEFERERENUE

HERBE S Z1T

S & ERRIRERFEOBIRMUEREZTFICHRELTEE L,

- AEIESICKY  BEHHIRIEIREE0.4% (1/2740) AHS5HNBENBHIET . REEDRDSNI:
Za(CE . AFDRSZEDIEL. B GLE (EEBRIER. BREEMIESER DRSS ERF) 2175
EEBICTERD OHET D ETEEDIRNEBZ+HICHRBL TS,

EREN S RREICIBET BEREE T HERER. ERHEREREOVRATINEVIIREEN HE

EE

FEB IR IRBE DML 201 0FICREKRSNATLS panel consensusiCEDINWTWET 'Y, BAWIC(IBREE
MAE. BAUTAMESLLEE) IMED3IDNDDE. 2 DU EDEEA MR EARIE3HFIN SERE% 75U
([CERHENIZEEZ laboratory TLS (ATRLTLS) EL. SHICBHAERS . Nk KB EZ2aHULItHEE. BLL
(FZARTELTzF &7 clinical TLSATRCTLS) ELTWET,

LTLS :
BERIIE 38N Sk 7BEE TICFELND4iE

RORBERE DS 2B LFR(C (2485
LIR)EEC o155

CTLS :
LTLSICHIA TIA T DERRMN GBS HEZE O
=i

— \ FRE&ME>8mg/dL (BTA)
PFREAMAE PR E> S LB (R
SEnp—— 1)>>4.5mg/dL(RA)
> MME >>6.5mg/dLUNR)
_ 1M 5>6.0MEq/L £ REEHR TRIRTE
BAVIAIME | 23 o)L sm 1<t 1 2meg/dL (BHS AMEIC£3)
REENR SRR . 75 = — 13 & DR
ERNSHAME | 7L 4<7.0mg/dL RN DA
(EHIL ™ AME= £ 5)
MEIL7F =8 :
N—=RZ1>H50.3mg/dLD LF
(N=R51 S REEDIES (3 LR 1.515%
EEES Bz3)
Frcld
FREDREIA
OBFER<0.5mL/kg/BF

SE | BEHEE. BERENERERRININY =17l FEEFEEREREY, T23438 (Fm30F68E)
(https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1e41.pdf) 2025F 3865
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5. FEZE I SEIFAEZDXR

KENBOOSNCHECE BB (EEBIRR . SRBIESER DR S BE) T DEEEICIERDY
O{E 9 2F CREDIREZ +DCERRLTIZS L,
WRBFFX

K. RERD  BIEIR GEMEIR I RT 7779 —THBNDTSBERICEFHEL THEDCL TS L Bk
ICIE KD BT R FUR. 7O/ —ILELLE T TFYRIUNERS LTS,
TLSOBREREICH T HHWEIUTORI I,

B M

U EESTEDI
T (22.Tmmol/L) RS CKEHE T LS A RIS L 2) BAE S
- BT L

(CAVH, CVVH, CAVHD, CVVHD)
{EAHIL S AIMFE (=1.75mmol/L) &1

|

SRR LR
e LA EAILT™ L50~100mg/keEDBETE=I) 27 ULBASES
AEMRIE (BT

BhUY AMEEE

HIoABESHIE EEERO)
S (26.0mmol/L) h DEEIRE M DBERE=ZI>T
RIRFL > ZIVREEF NI L

FESICHA.
BE (Z7.0mmol/L) hD/F I FAEIRME | BEEEAREIRKICH L TE 7LD EAILSD.L100~200mg/ kg BIRICES
AGIEELF25—T1>X1>(0.1U/kg) +25% 7 RUHE (2mL/kg) &8F)

SE | BEHEE. BERENERRRININY =17 )l FEEEEEREREE, T23438 (Em30F68E)
(https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1e41.pdf) 2025F 3865




EEHESE MR INCMOR 0208-3015K5R : inMINDERER) ¥ IC$5 17 B IEES ARIRAEIREF(C
9 B FRHEER U RGO T 53LICE T BHE

<FBH>
- BEEFRYVIOT7ILVORIIO 1EE ERARNICHESZS . 2N EORE) [F 22 (BOT) Ko
8% T2

- KDFHEL NIUEBEDF I MO RRREIC R OTHET B,
- EBIEERBO TR (7O /=L AT UA—E X (EEFEE]) DR 5 FEREEEKED S
TRTTIUCRSZEELFEREUT,

<[EBAHIEAEIREFCKLBLFRIRAEFRE>

- BB BRI RBERIBOAREAT Y7930 Y1 7)LIEE 1 ORORERIIAEMSCHC T,
BEGFMEEZREZZT 5,

- BREFHEBIBEREIDL<(FGrade 1DRKRFZNIESFRIBERENROSNIZBETEL IR
Rz it c =5 (AEZH) XIFEMDOHIICLWBEZ 1 ERFEREL TL T RINES =ik C=2,

- B IRD S DOREBHVRK STV BREEE N WESNDE CSIEROITBE LB ooBYRE
FHREEZITD.

- BRBIEAZIET 220N TA T IH—ERSEEEE L,

- Grade 2~4DERRZHIEE FRIBE RN SRHONIBE EL FRINEDIEL. Bk S DRBEEIYR
KRz T\. BEEREEHNWE SN E CEHROIBELE LB REZNEEZTL. S
27V H—EERE RO AFRSEEDHRIC LT,

- EERIREREN Grade 0F CTOELUIZHE . EAOHRICEDEL FURIRZ 1 EREIEV E THE6H
EESE

FROBUEE DR

() & F/ 75 ROYEHESEICFRHIEE AR 5) 22 EROSIE

ERRHEEIZEMBRE INCMOR 0208-3015(8 © inMINDEER) (BRatE) >/ EBER) ICH LT A
B/ 7S EROYERSMICARSER (FIEANDEI G EAR+IYF Y T+LFHURIREET12064)
(44.0%) FTERHIYFSTT+LFURIRBEFC13161(47.6%) 7207z,

(il) FRARIEB O BRI O EBHRERSICRET SAERR SR OEESROFRRR
EBRIRERSCRET SRR SR OEEBREAFHIYF T T+LFRIRE T2 5 R
HIYFRSITH S URIRBETIHIROSNTHY SRR THAFHRSERF T,
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5. FR=ERI SEIFALZOXIR

FEIRIAR
AR EZEMAREER INCMOR 0208-301588 © InMINDEEER) (RIS >/ SIBER) * DB 2 AT COS
BRI CSET BRI ERORRRRE. U OB U,

ABHUYESTTHLF RS REE PSR+ ESTT+HLFURIRE
FIRBIEN (%) (n=274) (n=272)

B ERR 0w | - | - | 10 | 10e | -

MedDRA Version : 26.0.Gradel&NCI CTCAE v 5.0(C#3°%

FIRKRUOEETOHM

M ESEIERE INCMOR 0208-30135 | iNMINDRER) (M )>/ SEER) * DR MEEF COME
BEEREORER O TEE COBRIELI T OB TUE,

OFEBRETOHHARE

AHHVYF T T+HLFURINEE TSR+ YF T T+HLFURIREE

FOFEIRETOHA™ (n=274) (n=272)

cho{iE ()
26 ] Gose 3o o [ e rndes o Grces
S 15.08 | _ 3 3 24.08 24.08 | _
BRI IRE: 11 (15-15) ‘ ‘ U 424 | V] 24-20) ‘
MedDRA Version : 26.0.GradeldNCl CTCAE v 5.0(1#9%
E{EFTOHIRK
AEHVYF T T+ F RS REE TS5ER+IYFIT T+ FURSREE
E{Ex COHAR] (n=274) (n=272)
tho{iE (EE )
n | £Grade | n | Grade 3 | n | Grade 4 nun Grade 4
o 8.0 | _ _ _ _ 14.0H 14.08 | _ _
&S BRI (R R 1 (8-8) 1 ‘ (14-14) ‘ 1 ‘ (14-14) ‘ ‘

MedDRA Version : 26.0.Grade(dNCI CTCAE v 5.0(C#9%




6. Q&A

ia
i
HEESHRAKTBBEUEI D V1EBBERCEERIERCRARELUEI> VAL %’?
RENY I Z T IERATELELLE SRS EOLSVL\DORBHIRETEETH? ft
|2
&
Al SUICEERCIVICREN T A TORM CRIFT S ATHETT, "
(p.7~p.88H) -
R
(Rt EREETE
BRI U1 RER R BEABMET
X 2
AR o i 2
ERTE SE36EMEET 2
FARLIZIZVIERRR RSB 4
|
B - i I
 BE25C RE24EEFET
XOFRO% SMERIHRSENRL TRIFEL TS L,
o
58
FE
=
5
I8
HhEgEaF 9 5E. 1w B RICIRS T 3E0EESIEEHFITH?
o
%
[ ﬁ

A2 FIRT B OTREM D H B LM IE AR S PR ORI S% 3B/ ICE VLW TRFT 2 NEM
ROEYAREHEAC DWTERATAEDICLTLIES LY,

RN SEIRL CL\ B OIREM D H 2 LIEICFIBE EOERMA ERIEZ OSN35
BICOARSLTIES W A BBV oA TEFRE S HHERERBL TV EE AL IgGI3AEZE
BT B EAHSNTEHY A FIFRIR DB EZ5 SR I TR N HIET

BELOERERUBAREOE R ZZRU I OME N FP I ZRETL TIES Vo ANE
DERLTIANDBITERETT A ENgGEIRBEDICEITT D ENHMESNTVET,
*1 : [3p AR ERROR SIS BREOUBNSI BT 115> ROV TICEDE T, 05U TEELTLET.

BEMEYBRERATC R BRBI DA ER R (T, ) GEE®) : 14.18
14.18X5+30=2.35=314
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A3

Infusion

Infusion
(%)
20-
18+
16
14+
12

R |

Infusion reaction(3Z SOOI BRI NIXRIRLEGLEDIDTLELOIH?

reaction 17 )LBIEIRRFLU OB TY,

reaction®t1 7 )L RIFEIRZE

B &5+)YES 7T+ FURIREE

15.3143 [ 7R+ FT T+ FURIREE

12
0 m04 g9 0™ 90 00 00 00 %0 00 00

274)(272) (259)(263) (260) (257) (246) (238) (242) (234) (235)(222) (231)(204) (218)(197) (205)(182) (183)(159) (169)(142) (157)(135)
Y491 B4902 Y493 B4T0M4 Y495 B4T06 BATNT H4T8 H4TL9 Y4710 B47111 H4T)12




[BE ERESUIRBIRFER|HE3DIZE JBR<IZE L.

EIFR 3L B 55 IAH S 5% D 22

I _ ea s _ . . . S &g
R MR ERE U CEHAEIL /2720 R R ER ST AIC D A—EB AN DMBEX (SR DIBEH AT o7=A B gg
M Z2UEOT—IHS(F LiEE)>/ SBEMZL) EFOT—9 [FBIBRLZ. IE;

=1
|
— = = .l £ 3) e
EfFHEES ISR INCMOR 0208-301:515% : inMIND:ERER) £
3) AGRIFHIER (BB DEHEE INCMOR 0208-301588% : inMINDEER)) i
52
SHERITE ;"{_"1
=®
WHEBRTHTY T AME ZEER. TR, TR St E . BRI RS IiER R
mE B AF+H)YFRITTHLFURIRBEOEIER L2 E TR+ ) YFI T T+ FIRIR
BRI S,
L_Poj K BENEESEEIM >/ E(FL) (Grade 1.2X(33a) M UBHENX (FE# A1) >/ V& 1§
(MZL) Z2&Z654%41 (FL : 548BID>5EARAN445F.MZL : 1065IDSEEAAN2H) ;’(
W55 & (BE5ETERICERIL) 7
FL : POD243") /3L BEDHFICD20mADb ,L
FBOEICHTBRNED BUBEDE
BT8R 28 L)
MZL : BEDBBES MK 2L | FEHIYFIIT+LFURSREE
— AH1 2meg/kgViR 5212651711 i
BREMAHFLEOMZL | |4 BIN3Y17LIGB1E. Z0O%E2EME gsﬁfﬂg
18 E i )Y F77375mg/m N 5%=5%17) 55
Grade 1~3a®FL.MZL I -LFURIR20mg/B%1~21HBICPOKRS. & 0k
ECOG PSA0~2 Tl oo | | 1291 ] EE
SBEDHCD20FEM 1B | 7 - 77 AlE 2 =
Bk 28 11 TSER+IYESTTHLFURSNE 5 5
n=548 FL). 106 (VMZL) g PR INERRERVESE1 241 & =
DYFIIT+LFHIRIRE I RAID3HA7IIEE1E. Z0ORF2E[E
EERL | R )Y %3 7375mg/m2Vik5%54%17)L
-LFURZR20mg/B%1~21HBICPO%S. i
#5525 IMEBFLEMZLER TERICTS. 12917 Vi %’zf
RE
W EEFHEED  Luganon#R20142FVVSERRET (918) EEHIEIC K SFLERICH T BPFS B
PFS : 29 MEBDSRIISEITH SRR INERFRNIFFET FERZRHEL) DWLITNHE Eﬁ“
WHETOH™E z

W EREHERE FEROBIRFHDIEER CEBREE (918 EEHIE) -
- 2EM (FLEOMZLER) (CH(F2PFS
- FDGERFLEMIICH(TBHPET-CRR
PET-CR : BREDIZRSHBERVINADER CERLICRHZNTEEY
- FLERICHFB0S &

WET i 2 # Z|3FT(ORR) Lugano3E82014DREICE DECRYFPRAMESNIZEEZDEIEET D
Z £ M NCICTCAE v5.02RWTEHiLTz
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1881 | Y171
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AHEEE
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EFFEES IR DR

A3 (FL-FAS : SASREIE (5948) EETHIE) (F—9 v hA 78 : 2024828230)

AEHIYFITTHLFURIRBE I TSI R+ IV F T T+HLFURIRBEE N TEETHHIEE Th 2
M) >/ VEEEER TOIBRRE T (£918) RETHIE CLBPFSTHRBIERNRHSNF L (p<0.0001. BRIOY
ZUURRE) (WRELN S AT R

EEREOERN (20248282387 —9hv A7)
ARV ST T+ FURI REE FSERH)VESTTHLFURIRE

(2736) (2756)

PFS?
1N NEIRBIE (%) 75(27.5) 131(47.6)

PFStho{iE” (1 8) 22.4 13.9
[95%(SFEXE]¢ [19.2, #FEEBE] [11.5, 16.4]

NS —RE
[95%{SFEX ]

plE*’ <0.0001

: Luganof #8201 4(CED BRI (H18) EEHIE

: hE(FKaplan-MeierEIC & D HEE

: mRI95 % EFEX ElFBrookmeyer-CrowleyA(CED<

LN\ —REEBERICOXEAING —REFILICE D

CERIOT S BE

D ERIRT : YRR 240 BLADEST (POD24) JBEDICD20E/ 7O—FI AT T 2 NInE SBE DGRB8 2KHX (321 1)

0.43[0.32, 0.58]

D QN 0w

mIEEAFHR OKaplan-MeierBi#f
1.0
0.9-
0.8-
0.7-
0.6-
0.5-
0.4-
0.3
0.2-
0.1-
0.0-

— FEHIYF T THLFURIREE
—— TTERHIYFITTHLFIINIREE

OO RERF H Cffh e S

+ 154800

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 300A

S35
at Risk#
AEI+
DWVESIESEN 273 261 250 212 200 164 119 103 71 57 30 22 12 3 2 0
LFURSREE

TSR+
IWESS i | 275 265 235 192 173 126 82 70 48 40 26 16 10 2 2 0
LFURSRE
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2214 (FL-SAF) (Z—97ybhA7H 1 20245%2H23H)

gl{EF

AE/ PO EREBBEDH2EEER EBEIER) F AF+IVYFITT+HLFURIRET2746]|92024|
(73.7%) . TR+ IYFI T T+ FURIREE 272801794 (65.8%) (CRIBLELIZ. WTNADEET
HIBRIS AR ETHOIEFBRER(G AN )Y F I THFURIREE, SR+ YFI I T+HL SRS
REEZNZNTIFIECRAMEOOH (32.8%) . 78%11(28.7%) & 2861 (10.2%) . 1141 (4.0%) . M1/ \WURIAMNE
2641 (9.5%) . 27%1(9.9%) . TH123%1 (8.4%) . 206 (7.4%) .infusion reaction231(8.4%) . 1061 (3.7%) .
FER2001(7.3%) . 1561 (5.5%) . 8511961 (6.9%) . 1361 (4.8%) .EIM17%(6.2%) . 1761 (6.3%) IFHERECRE
D1661(5.8%) . 1141(4.0%)  Fizk 1641 (5.8%) . 941 (3.3%) . COVID-19 15641 (5.5%) . 7#1(2.6%) . B0\ 1 44l
(5.1%) . 1441 (5.1%) .FZ1441(5.1%) . 1561 (5.5%) Tz,

ERLEER

BELGBUWEREAF+)YF T T+ FHURIREEC2746I902961(10.6%) . SR+ YF I T+LFUR
SREFC27260%03261(11.8%) I(CHEIRLEUIz. WINADE TRIZEIG N1 %LU L THOIEBER(F AEI+
DYF T+ FRIRBEECHIR 104 (3.6%) .COVID-19 5#(1.8%) . COVID-19ffisk 44+ (1.5%)  Fezhit
WFOPBORAMESH (1.8%) SR+ Y F ST T+ FURIREF CRIROHF (2.2%)  FEEMEIF PERBIAME . 5
A PBORAMES 34 (1.1%) TUI,

gE5hIEICEST=EIER

KBTI EARORSPIEICE I BWERIIARI+ )Y F Y T+ FRIRET2745Ith1 56 (5.5%) . /5
RAVYFITTHLFURIREET27 2610881 (2.9%) (CHIRUE LTz 5 HIEICESTBNERD 5. 2%LL b
(6HL L) HRUICBREAFHBRTEROSNFLATU,

SECICESI-EIEA
FECICEOEIERR. IR+ YF YT+ URIRF CRIBL DA ROBUINES 14 TUIz,

SFPERRAME © §FERIBIAME/ 4 P EREURI A

BN : B/IRIMECEANE/IRIEKERA /AT 7 OE > HA/ ATy NG

M/ARIGIAMIE © /) \ARORIAMIE / /) R EURIA

HZ | R /HIPNER T/ PEREZE / PER BB 3B/ BB\ ERE /T DS /IRBIERE /B ER/ 7 LI X — R/ BER KB R E / RIBR RS /)X B FE/
SZ /SR ESR/ MEREFZ/HIHE

MedDRA Version : 26.0.GradeldNCI CTCAE v 5.0[2#9%
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BI{EARERIAR—5

B FESMiRER INCMOR 0208-3015%E% : inMINDERER) >

3) EGREFHlE EHE R HESEIEFER INCMOR 0208-30158 © inMIND3ER) )

FLERDZ £ MEHIAES I CH W T ABINIE TSRO ELENER (WITNADE TRITES%L L) (FLUTO@

DL
=} : £Grade ade ade 4 | =Grade ade
HNEE n (%) 9 n(%) n(%) n(%) %

SEIER 202(73.7) 179(65.8)

MESEOU>/SFEE  105(38.3) | 55020.1) | 2709) | 95(34.9)| 36(13.2) | 36(13.2) | 0(0.0)
B 17062 | 3( 1.0 | 000 | 17(63)| 415 | 0(00) | 00.0
SPCPERRLAME 90(32.8)| 50(18.2) | 24(8.8) | 78(28.7)| 29(10.7) | 34(12.5) | 0(0.0)
I MRREAME 26( 95| 8(29 | 3010 | 27(99| 9(33) | 207 | 00.0)

sEEE 58(21.2)| 1(0.4) | 000.0) | 53(19.5)| 3( 1.1) | 1( 04 | 000
e 190 6.9)| 1004 | 000 | 13(48| 0(00) | 0(00) | 000
A 23(84)| 0(00) | 000 | 20074] 0(00 | 000 | 00.0)
B 14(5.0| 1004 | 000 | 14(51] 000 | 0000 | 000

el el 6824.8)| 4( 15 | 000 | 47073)| 1004 | 104 | 000)
3 28(10.2)| 2(07) | 000 | 11(40| 0(00 | 0 00 | 00.0)
522 200 7.3)| 0(00) | 000 | 15(55| 1(04 | 1(04 | 000

BRES LB R 6021.9)| 25( 9.1)| 000.0) | 46(16.9)| 12( 44 | 2( 07 | 1(0.4)
COVID-19 15(55| 6(22) | 000 | 7(26 | 1004 | 0(00) | 00.0
ik 16( 58| 11( 40| 000 | 9033 | 6(22 | 0000 | 000

o 25(9.)| 1(04)| 000 | 12( 44| 1(04 | 0(00 | 000
Infusion reaction 23( 8.4)| 1( 0.4) 0(0.0) 10( 3.7)| 1(04) | 0(0.0) | 0(0.0)

IR 41050 | 13(47)| 405 | 370136 933 | 3(1.1) | 000
PR 16(58)| 8(29 | 415 | 11(40| 7(26) | 3( 1.1)| 0(.0)

EESLOETEEEE | 430157)| 3(1.0) | 000 | 40047)| 207 | o 00 | 000
5 14(5.0| 2007 | 000 | 15(55| 1(04) | 0(00 | 000

MedDRA Version : 26.0.GradeldNCI CTCAE v 5.0[2#9%
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\ 5 BRI A SERESRURNEY

3) EGRESEHlE EHERHEFEIEFER INCMOR 0208-301588 © inMIND3ER) )

1.
2.

18 EDBEM RO

BEMEBEKEDORE CGrade 1.260U<LE3aDFL/EIEMZL BHEMZLE UL ZEINEMZLA
P CEESZIHSNTULSESE (U /VEMIRTOCD19+RUCD20+DFEIR(EZ > 5 ALH]
(CHEER)

BEORRN HBEE
AN OEEEHIZL TV DERE

a. LFTURIRICEFHEEODBENIRI NGB EZEBEL TV D,
b. SBERFERSHROTGRER S IEN S 28 BB (FRIME LR,
fACBEREEHLF LB,
ERICEE T 2FRSEENUBEBEDURVICREALTHY 7 %R (T2 EICART %,
BEREE (218) EENDHIRTIC LV MAREAE(CH U THAEE G > TWSEY G FRAEEAND /X
(FEE B © 7R 70~325mg/BRIHEDFEN/NV) Z2R(TBENTE TOREA D
2o TR EZZ(ToNB WV FZDRBAGVEE I NEBEL D,
f. JBEREE (918) EEIDHIKIC KN 2 TOEREIEFIE ERIDEARUTHI ZIRHEL GET TS
Do
g. JBRREE (918) EEIDHIKIC K RESFEA B (B TSRV D/ NIFH TS VTR
NHBDEHRESNIE,

™ a0

 LROZRT T4 72t RYRIBHIE R OB B C 0 e BBl IRt TS 5 BE A2 h

5241 BMARISEITNEEFE (POD24) ' oiciZ e R BEEIE N O FREZ D O REIEE RN T 3726,

HcICERERBLE TNIFESE0,
3 | RS T NUEERDERNLELA, 25 THVEE  POD2ADE SRS RIFRELBHSNS.

VB EOIMCD20%R BB AN L2 RERENEEBBEN HDEE CNICE IYFIIT

BRBEN (JMEZEERT)YF I TELLEFAEXY ATV T (CLBRBEEF S0 HERRED
FRAXISIEFRIEEINEV .

I ATAEICHLTICD20REE A 4A RS SNTOARITNIEERS R,
L 2BEAICIR RBHIICH T 2BI4involved field radiotherapy HBV.,/ CEUFFR I ILR (HCV) BEEX [EA) NI —-EOUREHFESF
(A

CBR AN S EEARDOPDDEEN HDEE [BEIRDBET 1 RICERIRAE(CRXFPR) T

HDFBEINEEET D],

a. B> /VE | greEN 561 HRERICCRIIFPROVIFR Ve mUIZ& (CBRELUIZIES.
b. #51) > /\E | BEDBEICH U TPRRIEX(ECRE U FPROF AN 61 FREDH S,
C. ETHED>/NEE | FAEICH U CSDOFIRAR IERUIZ&ICPDE GO 1Z 55

BREE (918) EEIDOFHEIC KN FBFE. #EM X (EPDICN T S8 N E THDEE.

A FLBEDOH ATV AELTCELFREEE SR T B,

. BEPAETREREAE 1 DL BT BINENHD . MEHREHRIC KV RIE TR ) >/ VEE (.

REDREENMN1.5cmEBZ ZEHMHREN 1EL EH2EDXIFRREN1.0cmZi8 R 2 EISHER
ZAMEU EHDEDEERINDREIECEL T2 AMEFRTCT.MRIXIFPET-CTTCAIED
BB CEN RSN TV DUEN H Do

A 1 CTIMRITAIEDRERPETIR MR E T B I 2B E(L@EEE L. CTEMRIDA TEMHAEZIT Do

10. KEEFBERBEFARER T ) — T (ECOQ) /N T4—Y 2V ARAT—IAN0~2DEE,
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EREEE RIS HEREE R U RS et

PR IREE
BEPRIRET /NS X—9

1. Z7)—Z2 7 BICUNCRE S 2RMMREEN RDHOSNIZEE.

ERE

MRFHIMRE (BFERF X FEMA 72 OVRE TOMRANIREBEZIRETT B)

a | M/viRE

275x10%/L B8 BM) E£RRICLWHERSNIZBMEBICHESED%E
FR<lo

b | ANC

=1.5X10%/L BMERRICEWESESNZBMEBICHESEDZERL) o

c | ANEZOEY

28.0gXdL BMERICKWIESRSNEBMERBICHSIEDZFRL)

AT HeErRE
d | ALT =3XEZEE LR (ULN) . FHRZ DR e B I 5% 5. <5XULN,
e | AST =3XULN. FFRZ DR e B I 5155 <5XULN,

f | s iLe>

=1.5XULN (PIN—)VERBE X (FECizSnrc!) >/ BEIC K B TR
BICHESIEDERS) o VINR—)VERE ZH T HREN(E) > /&
(CRBIHREDE R BT DREDHBE . HEUILESAULNDSES
IR CHhHNEHEIND.

g | FINHUKRT79—

=3XULN. FHRZDEIRZ=E I 555 <5XULN.

EteeRE

h | MBIL7FZDIT7Z2R

=30mL/ (BB#py 7 Cockeroft-Gault=RICLWETAIN (F & H)
(Cockcroft 1976),




1.

5.

6.

12.
13.

14.

RPN (IFEILPOLERE HADH G BikemE T HRIPOLERE LEERE /B8R oEE
(72908 ERIICIEAZPIELELTIFEESBL, o AR T R OVEREDRKIZ5%90H
B(FHEFZI T TSR,

. FLEOMZLSA D#E#EF P R OB FEES UL (FIRRRE X (F/85RE T (918) REMOHi C KW E

ERLIC ) SBOBRRFT RN H2EE .

. TOHDEEBRDIZHEEE (BM) D25%LU_EICHEHRE EER (T lcC N HDEE.
TN ERS SRR MEBREEE T 285,

a. IWBEN TBBRSNICRMEE T AV -7 HIC2FZBR TRIE T 2/EEMHERDOMEN
AN

b. BYIOEESNICBMRFHRECE CREARERIFRN BV (GBI CEESNIIFRE
e

c. BYIIOBESNI. LR CIREREERI RN,

SoMMAOAZERDODII-XEVILFT —MNIEE (MUGA) RF+ 2 C R B5HI CAZERHZES0%
il o
PIMCEET2FE,

a. HCVIRE HHCV D IIEFMRE) NEERIDRZIE R UHCV RNAREA M TH 2.
% | MBERENBIEOES . HCV RNADBEARHBENTLEHNEEST HOV RNARE OIS DHEEEEHET 5,
b. 18MHBVRERRE A BRI D514 [BEUFF A KREHIR (HBsAg) Bt L TER] .

E L ETERIHBVRRA N FHB VA (HBsAgI2 D DI HBCADRZ L TESR) 25 I 28E (3. HBV DNATREShEA /IS E . B 1 O#kEEIICDNAR
BER(THEICART LB HEL THRANTREE T 5. SRBEBREED AT RS VIO TV AEO TR SN ESNBEHN D
%0 DTF R BRIFFRRETIA (HBSAD) DBSENHIEH I 5 (HBSADGE . HBCADRRMEAN DHBsAg2IE) BE X F LRI BRAFRAYEEL T
2EBBIIEEET Do

C. EREBAREITILZA(HIV) (CLDTEENED I AREDIEREN BN FZDREEE T 2.

OEEEDEEMRRN & HEE [EEREITIRSSERE IO 1)L A2 (SARS-CoV-2) k&t 2

3],

. BEEOREINGFNREICHEE,

. AR AR A (CNS) U/ IERE N IR Th D EE
10.
11.

IRNO—-IILARDOHFEEEE T 2EE,

RERNICERN HDOME . CNSKU/ XFZDMmDOE2EMEEDREN SFrREEB L. BERSZ
T3 XIEEBZETOBEDEENZIBLDOTREN HDEBRET (918) EEi NIk T 2EE,
RenhonAFKE CTHH EFHRINDEE,

HIIN=ARME TV S Z79—CRZAEX(F7 I =R 57T h—ARUNARIE DIHSBILHIR
BOREN IR ZETEE.

ICFERFI028H BRI (1> / Ei4ARZR<) 22T 1B EBL. ICFBRHICEHEL TV 2 E
EBER<

15. B0 7)1 BEERID28BRICEEMDI >/ BERENU / XIPERaEEZ (T BE,

16. BRBEDRR (C1D1) BID28HEICE TV F =B UIZEE.

17 )0YF I TEHALUTLFTIRIRE SEZ (Tl EN HDEE,

18. AFK| B RERE. )Y F T T ZOMHOMADRY / XFEREICSHESINSHIEEICELIDEY)

PRI EZHERER T LY T 2BHIEFEET T 285,
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EFFHLESEIEGERICH T HFIRBENUTRNELE

19. WEBRANDFTELSI (BEREDIRES RO WADBERREDEESO) DI85 EEICERD
URDZB15T RIFBRT —I DERROL 2656 EME (918) EE AR 2EREB T2
BE,

40



1)Horton, et al. Cancer Res. 2008; 68(19): 8049-8057.
2)Awan FT, et al. Blood. 2010; 115(6): 1204-1213.
)
)

3) AGRFFEHIER (EBEHREZEIERER INCMOR 0208-30155%  inMINDERER))
4)BEHEE. ERSFRRERINNY =27l FEERBNE FRAEBKRAME 57 PEEAME) TR 1 96 H (13
FAF2HTE)
(https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1f41.pdf) 2025F3 B R
5)EEHEE. EERIERERRINIGY =27/l ERMaMm (MR X MET OE > ME. R"RFEKSD.
HRIFINEEM. BARFIRME) ¥ 1 9F 63 (HHI3F48c8E)
(https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1f05-r03.pdf) 202 5F 3 FHFR
6) B4 EE. ERRIEREERRIGY =27l MWORAME, a1 9968 (HH4F28tE)
(https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1f45.pdf) 202543 B3
7) BARRHEZ AR, BRFRBEATRS 1> (B45R) 2022F6H &R REilfl{tFREACKIRET S
BEUFFRIERATRS 1>
(https://www.jsh.or.jp/lib/files/medical/guidelines/jsh_guidlines/B_document-3_v2.pdf)
2025F10R=
8)Durali D, et al. Front Immunol. 2015; 6: 241.
9) B4 EE. ERRIERERRIINY —27 )L E TSR B ERIE (PML), HH5F48
(https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1j39.pdf) 202553 8853
10) B BRI R EHBIE G IR REERIT R B3 FOAMRBEERTRER) 7 A R R OSBRI
IV ARBRMEIC BT BB R (AR ERE LUHEIED) . ETHESRMEEERE (progressive multifocal
leukoencephalopathy: PML) 821 RZ-1> 2020, CQ4.
(https://prion.umin.jp/guideline/pdf/guideline_PML_2020.pdf) 202538
TMEEFBE. EERIERAERRAINIGY =27l BBRERERE, T23F38 (F30F6HME)
(https://www.mhlw.go.jp/topics/2006/11/dl/tp1122-1e41.pdf) 2025F 3B
12)Howard SC, et al. N Engl J Med. 2011; 364(19): 1844-1854.
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NEMERA /M CD19E/ 70—FILiF

BRRERRDEES 874291

Y S ® iR 5 E=S =Y EA200mg
S VY2 masizm200 e T
[—_ L GE Al mg EmEE RN 2026638
R 5% B A 2026438
e — . . . . = -

Minjuvi® for intravenous infusion 977937 (EIGFHEIRZ) pvTv—
EYHRME. BIE, WAZERRD 1) FIE—EMEONSZICLIERTILE BAHAR6007

s BIfER ] nE

AHE BREFCTIWIL TESERERICH VT EMSEREESD
BEICHUTTRRAHE - BRZH DEMD D E T A DFERHIEY
CHIIENDAERICOVNTDHRE T DT & o JBERIBICEILS.
BENFZOREICAFOBNERVBREZTDFHEL. BRZST
o593

2. ZE2(RDEBHE(CFIRS LBV E)
AEIDR D T BBAE DB ERED H2EE

3. #ER- MR
3.1 88
iR75% =Y R EA200mg
. 1NA 7 )Lep
RS 9T7Y9TT EETFERDP  200mg
JIVBEFNIDLKIDY 31.6mg
A1) I I VBKFY) 3.7mg
- ~AO— 2K 378.3mg
RUYVILR—K20 1.0mg

) AF FE G FRRIRRIC KD F v Z—XN\LRT—IIEMBZ RN TRIES N2,
3.2 WAIDMIR

AT =YY REEEA200mg

MR ABEFEE~DINCEEBETVTINIIMEK THD. (RISTERA)
pH 5.7~6.3 (BEE5FKS.0mLICBERE)

BB

(EERIERIC | 191 (BEEHAKS.0mLISEH#E)

WY BE)

4. FREX IFFHR
BREXISHEMEDEIMEY >/ &

5. MEER IS BICHETS BT

5.1 T RBEHIDHRIBEICK.Grade 1~3AEZMINIEBEICKRST2TE[17.1.1
BIR

6. FERUAE

DV YT (EETEER) RULFTURSREDFAICENT B ALY 77y 977 (&

FHER) ELT12me/kg () £ 101 DTS 5. 2808E 1 942 )LELT BIID3YA

2)VI3EREETAE (1.8, 15RU2288). 45+ 2)LLE 2EMEE T2 (1 %01 5SEE) &

5%, BA12UA DI ETREEHET B,

7. BENUAEICEET 2ER

7.1 REIEHATHINBHBERICDOWNT. 17 .8BEME DBONS SCRENROREZ T
BRU FTRE59352E.[17.1.1 B8]

7.2 AEIRSICKBinfusion reactionZ&E 3 51T AEIRSD30~607R1IC AL Y=Y
Bl BEGERERI R OBIBEERILEVAIDRSZTITE N YA 7 )VEDERFIR S5 (IR
S(EAEET B, AFIRSICLYinfusion reactionh'sBHOSNIZEBE Tld. ZDERDAREIRSHF
[CIFRR S ZERIT DL [11.1.1 B8]

7.3 REIDERSREF. FIERSDRID3I09™IF70mL/BFEL, ZDRESREE E(FTEE
2. 5FEZBRICEST 2. 2BBLUEDRSF1.5~2MEZERICRS5 T 5T & 2L &
53EEIF1 25mL/BEBR BT E.

7.4 REIRSICEVBWERNRRUIBEICE LU TOREZSZ(C, ABIDIRS TR, P 85
BEDEEEFETIE[11.1.1 BE]

El1EA BEEY B

- B 5EDL BB ZE TSI .

- Grade 1L FICEHERICIFFERDFEIBUERD 1 /2D
BERETKRSZBRTHIENTED,

- FBR%% 1 B RILIAICinfusion reactionh'sR&HSING VRS
[C(E BB HICIRO T30 TECERDFEIBULEDRS
REFTRGREZ LIFBTENTED,

- B E5EDL BB ZE TSI E.

- Grade 1L FICEHERICIF FERDFIRUZERD 1 /4D
BERETKRSZBITHIENTES,

- FBR%% 1 B RILIAICinfusion reactionh'sRHSNZWVEE
[C(E BEECIHU T30 CEITERDFEIBURLED1/2
DRGREFTREGREZ LFBIENTED,

- BRSRICBRUCEE.852HIET 5,

Grade 4 KREZPIELBYRLBEZ{TS .
MVIRIEA | 50,000/mmKiE | 50,000/mmiLl EICEE S BF TAET %,

SFEREAN | 1,000/mm3KiiE. | 1,000/mm3Ll EICEHET $F THRET 2.
HD. 7 BRIk

Infusion Grade 2
reaction

Grade 3

HFCPEREIAY | 1,000/mmesRiE. | 1,000/mm3lE D EE38CRIBICOET 2ETHRE
MO 7BRL LM | 75,

M RN 38C
P ERUIESRE
500/mm3KiE

7E) Gradeld&NCI CTCAE v 5.0[CED<

8. ERREANIR

8.1 MIKBA D' HBSNNDEN B DD TAKIRSHIRUERSPEEHNICMBRIREZITIRE,
BEOREZTHBERIBIE[7.4.11.1.2 BH]

8.2 ERFRAE (B RBRPEZSO) RUBERFFKRDA IV ADEEMH D HSNNDIEN G S
DT ARRESICEI>THRIA I AFDREDERZIER T D L. AFIRSHITEY R
LEZTV FREFR S PIERBREDFRR SRS TERT DL [11.1.3 B8]

8.3 EBRBEREN HOSNNBILNHZD T, METEBRERERUBREGRESZTIRE,
BRI RE OBER ERE TDICREITHTE. [11.1.4 5]

9. REDEREZB I HFEICAT IR
9.1 BHAE-BHEEEDHDEE
9.1.1 FFRIAILVADREAN FEEFZH T 2EE
AREIDBEAR PR OTBEL T3 L CAEEERE X DA LAY —A—DEZY
U7 E(TIE  BRFFA DA IV ADEEH LOBIECIEIRORIRISER T DT & BRFFX
DA IVRAFPUT DEE X FBHERLE (HBsHIRERE h DHBCHIA (EHBS AR I4) [CH
WT.BEIFFR DA )L ADEEMHLIC KPR D B 5 DhN2BZNHH2.[8.2.11.1.3 B8]
9.4 EIEREER T B
HRT BOTEEEDHDLMHEICE AR SDR ORI SHINBBICE VTR T 2N E S
ROBERBHEAIC DWCEREAT 22 &. [9.5 B8]
9.5 1@
FRXIFFHIRLC VS TBEED B DL MICIE EE EOERMEN BRI Z D2 SRS NS
SEICOIHEE T DT E ARBIERVCETBRES MR RIFERSN TR, IgGI3 i ZE
BIBTENHESNTHY . ABIDIEAKEN SR DOBMEIE %5 |TIET I TIaEEN' 5 5.
[9.4 B8]
9.6 =3
BB LOEHRERUBIARBEOERHEZZEL. FAOMEFD I ZRETT DT E AFID
ERFLTINDBITERETHZH . ENgGIFBAPITEITIDTENMSNTVS,
9.7 INR
INRE IR E LR BRIEEMEL TLEW.

10. #HEEA
10.2 HEER (BRAICEETZTL)
RAlaE FRERAEIR -JEE 735 - ERET

EDIFUNG | BBULCEDIF VDRRICEDIERD | ABRIDBUV/NERIGEIERICKY
FBEDITY | RRUICBGICEBYRLEZETD. RRIT2BZND'H 2.

11. BWEMA

ROEWERNDSNNBTEN G DD T EHRETDTITV EENROSNIHEICIFRSZDIE

TRREBYGMBEZTIE,

11.1 EXBEIER

11.1.1 Infusion reaction (8.4%)
FHE BR F2 FRER#ESZFSTinfusion reactionh'sH5HNdTEN B, Z<DIFE
[F 1A TIVBICROSNZN 28 A T IVELEDIRSHHICEHRHSN TS, BEN'R
HENZBE G AFIDR S ZEDRIN G PIEUBET BB ZTSEEBICIERNEET S
FCEEDREETDICHEITDIE[7.2.7.4 BE]

11.1.2 MERREA
SFERGEAME (38.0%) M/ ARIBIAMIE (11.3%) BN (6.2%) . EFMEREIAME (5.8%) K U'F
BT DPERRAME (1.8%) &5 N2 ENH D, [7.4.8.1 BH]

11.1.3 RBREE (21.9%)
AEPZSPITHHR (6.2%) . COVID-19(COVID-19fRES D) (6.9%) FDEEIFREIAE
(BRRBREZST) N HODNBTEN T D, Fic. BEUFR DA IV ADBEEE LN B 50
N3dTENH D, (8.2 BH]

11.1.4 IBEERIRIEIRE (0.4%)
EENROSNIHECE. AFDRSZDIEL.EYRIVE (EERIER. BRBIESE
BlDERS ., BNEF) ZTOEEDICERDEIE T 2F TEEDREZTHICHETDTE,
[8.3 28]

11.1.5 E TS RIEBBERAE (PML) BEEAE)
REIDESHE PR R ST HEREDREZ T CERL, BHES. RAEE. FiE
AR (RS, DOR e  SEBREEEDERD DS ONICIBE(CIE MRIICK DEIRERIR
UREHRIREZITOIEEDIC ABIDERSZD L BYRLEZITIT &,

11.2 ZDfthDEIER

5% _E 3%LA_ES5%AE 3%t
MRROV ) UK U2/ SEREAME. S BRERIEIDAE
RS ERPRER B AR E
BiEEE EBRB. T BID s, Ok, B0




5% E 3%LA_ES%EE 3%t

—R-2EBERY | |MAE(16.4%). BRAERDKAE

BSEAIDRRE FE

FHRBERMES ALTHEND. ASTIEND | v-FILIZILNS YR TS5 —
i

REREE o A MOA VAR REEE Ky
O7UVIME

RERURERES BIUER. EAUD LIME

HEERRY FREENE REEE. FHPaRE. DU

o RdEE

1B R RS 9B RER2FEEDFE L KA
M=Za2—0/NF—

FORES. IR O B IFOR A2, ORFIREER

RS

[d)saey ki T ORI

B TEEE

merRs EImE

Z DAt M7 JVAURR T 79—

0. mepo L7 F =800

14. BRALOFE

14.1 ZARREFOER

*14.1.1 B#EHE

(1) 12mgCBEDHAHE (kg) ZRUTAHDRSBZEEH U MNENA 7 )VHERTET .
(2)&NA 7 )UICBBESTRKS.0mLE/\A 7 )LDOWEE SR> T WENR B0 5BRE D
IT7VITT (BILFHEIBR) BEFH40mg/mLTH 2,

QYNA TN OIS BIRNSBIET Do MUIROICIEERS B UGN & 553
BIRICB#ET 2D T TRITBTRETREMS BN &,

(4)BREUCRISEE~DIHCEBZET 2. M TRYBELEEBD RN EZE R THR
U GBI EBUIEY BICR A FZSATLRSGIF ERLBENT L,

(5) BRUCRIFEPLDNCEAT B BEICERULBVEE BFUICRIF2~25CTR
R2ABEF TRIF I DIENTED RHE KRBT DT,

14.1.2 HFRAGE

(1) HESENAT )V SIREE, A EA2kg EDEE(F250mL A E42kgRiBDES
[&100~200mLOAEBEIRRI AT rE/ N T (L2 WIIAFIRNRET B0 138 7
RBRDABIRACREE2~8mg/mMLET Do Ko N1 P ILADERIZERIT D L.

(2) AN\ I 7D < EFS ([CUTHNTSRE LIRS BV &,

Q) FRRFRCHCEARI DT BEICERLBVES. HIRRIGEL T T 2~8CTR
R36B5, ZDHREE25 CTRR 24 E TRIF T 2T LN TET D HiE. IRE (TS
3T,

15. ZDhDFEE
15.1 BRFRERICE IR
BRIREBRICB UV TARICH I BAEDEENRSESN TS,

20. BURV EDER
SERERIIEALTRET L.

21. HEEBRM
ERRUATERHBEERED L EYICKET ST,

22. @&
1A 7)Y

#2026 38457 (562hR)

WEFBIFEF AN ZCBRTE

Incyte

AIAN==

SHERSETT

WX DSETCTEELIZE L,

(ZHEBERERVEVEDES)
AV NAAYAIV VX - IvIN\VERRH]
7100-0006 RHBFHARERA-1-2 BRIYRYOVALHA

[(AXFAAAVTA A= arvEry—] [RFEERREEBICHTIMVEDE]

1e:0120-094-139 1e:0120-094-156

(ZAI55/:9:00-17:30. £ - B -HH - HAKRBEKR)
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