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O FHDEFRXICEEHINTVBLIXA VR, FH. RILT VI TRUTFFYXI VY OHBAEE (BelaVdEE) .
2|S§|J\ RYY RS RRUTFEY A IV Y DHAEE (BelaPdEE) TY,
#ﬁﬁﬁ&"‘ld’ﬁ_ﬂs TR HAZA ORMOEBEF RN CBIEERABEMEZAG - BEVWIEE, FEH0KS%Z
F;‘ﬁ!l"‘ LTLKEE

* FEIDRST liﬂEKﬂib‘ H5EONBZIENBUEITDT, RMOBFRND [EELREAWIER] = THIABVIEE. RR
8. EEREAKER (k%)
811 AEIDFSHIEFIICIRMEIC K DERERRT 2 & AFDYPEN S 40EF COEERSFIFN T TORDEBRSEHBPEMEC
IRU T, BRIEIC K DREIMRBEN ORI EHERE ZSORMREZEM L. BEOREZTDCHET D &, 20BDRSH SKE
NFREZET2HEY. RAODKEZET2HEGHNHDIcH. [7RERUASCEET 3R] DEZSZ (LT DI &,

BREREZ T Y 1— T—Lr Ly BFRY 2026 %10 AiET (% 3hR)
- AEIDRSFIGRIICIRBE(IC KSR Z R
- AEDRSHEBFDSHAFOYON S 4O0BETOERSHEMNT . REEICKIDRNVRER ORI EMERE
ZSORMREZ X
- TOROKRSHEPEAHZICH U CRMREZSREL C. BEDRKEZ T (CHERE
FRMEES 2EEH?ES 3@5@&5 4EEH?ES

BEEE
* * E ' 1 E e
IRHATEE (55RIILHI) !Eﬂtﬁﬁ lﬁﬂtﬁﬁ mﬂmg (BERECT)

- MRKEP DB SDNZTENBUEIDT, leﬁllﬂﬁfﬁﬁ&uﬁﬁ&l)‘*ﬁﬂ?ﬁ%qﬂlatmﬁﬁﬂ@Igm;ﬁﬁﬁﬁﬁﬁﬁ LTLEEW

« RIIOEFHIND [FHERURE] ZHE< LTV

6. FiERUHAE

RILTFYZITROEFFYRAIVIHAKRS 8. BAICERSYITT YR RFY BLFHEER) LT, 2.5mg/kg 2305301 E
NI C3BEBERCRBFFIT 2. B BEDREICKBEERET 2.

RIYYU RS RRUFFOAIVVHEARS B RAICERNSYITT TR RFY BLFHEIER) & UT, #E1d2.5mg/kg. 2E8
[F1.9mg/kg Z 30 DU LEMNF T4 BEER CREFIT 2o 0H. BREDREICK ) BERET .

T—LY Ly TEFRN 2026 F10 B4ET (B3HR)

- BRMOBFAND [FENURAEICEET 8] Z IR IEE L,

7. HERUHECEEY 3iFR (RiR)
72 RILFVEZTRUTFIAIVVHARESDHEE. HRRSETROAREMESZH#ET DT L.
7.3 ARIDERSICKUBHERDEIR UIBE(CIE TRZESE(C. AFZRE - #BE - PIETHT &, [1.20 74, 81 110 1114 28]

T—LY Ly TEFRY 2026 F10 BifET (8B53HR)
F) [FRICOWTIE EFANT73DERI~3 RUFBELEFERAAA RD18~20 =V [FHDOAE, HERUPLEE] ZSRIETV

MILTVETRUOTHFO XV VHARS

— 2EELE
AF12.5mg/kg 3ERERERE 5 N yias s pe
e T FRIRRLCBOIE W RR PULTD i s T b AR ST B T
RYU RS RRUTFY X IV VHARS
: 2EELE
o RS AHI.9mg/kg AERRE SRS E
AH2.5malkg 4RI BERNRIRLIIBAIC(E. (K - - PIETS

URERE (BFRNER)

BEHIN TV ERDERICHI > TF BERDEHMDEF AN ZSRUTLIEE
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2O0BURRESZSCREDREICH U T, FEDKE - HEDORABZSELLEFT (DREAMM-7HEBR U
DREAMM-8EERICH TS Grade 2 LDEREXRBRIRES (TR) ER) .
HET—IRBBEBAICH) FTTH, REBFHEER OB LT,

BIRERIARARIS

DREAMM-7 8" RU'DREAMM-8HER? DIHEF —FICBWNT. 92% (362/3926l) DEHEICABRER (KVA
R =¥ BH 5N, 89% (347/392Fl) hW@RID 451 ZILVLIAICREIR U F LTz, TOBRBUTICTRT FHIR SO
& Grade 2 EDARERBBRIRISZRI TS INSHEMIFISNET,

AHRSOW E Grade 2L EDARSERB[ARES (KVA R T —Ib. BRIKFAESN. REUFITIREH)

DREAMM-7515&

0.84

0.6+

0.4+

0.21

Grade 2L EDAERERBBRIRES

00072 2 6 & 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42
BelaVdEICTH1FB4F (2.5mg/kg) 5 O1EL

NumberatRisk 242 79 30 20 %6 12 8 6 6 5 4 3 3 2 1 1 1 1 1 1 1 1

(Number of Events) (0) (146) (189) (198) (199) (201) (204)(205)(205) (206) (207) (207) (207) (208) (209) (209) (209) (209) (209) (209) (209) (209)

DREAMM-8515%

0.6+

0.4+

0.21

Grade 2L L DAERERBRBRIRES

057 2 3 4 5 6 7 8 & 1 1 B2 B uE
BeIan§¥lua=3b‘§2L<ﬁ|J (2.5X131. 9mg/kg)$§$l§l§i
Number atRisk 150 75 35 24 12 9 9 2 0
(Number of Events) (0) (71) (107) (117) (125) (126) (127) (127) (128) (129) (129) (130) (131 (131 (31 31
DREAMM-7 i8N O' DREAMM-8 B Z NEFNDLR MBI NRERE. SV AMESN, FHRAEDSHIEVITNHDBREA 1O HRESNEETD
BELTEE

¥1: KVART -, BRER (BEREMENURSBERNDEL) Z5Hl T 2/ CRF S Nz Grade sHiiA 7 —IL (16, 17—V [KVART—IUI 88) .
128, DREAMM-7 8K U DREAMM-8HERIC BT 2 REBIERNDE(LIF AR L Y EHEORHEZR WV,

1) ARESFTAELR - BB NEEE (207503 : DREAMM-75{E)
2) AREFHIER : ERIEES DB (207499 : DREAMM-8&ER)
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DREAMM-7 5% (BelaVd &) " ?

1EE 2;BH 3EH 1EE 2;B8 3EE

H
2.5mg/kg
FBIRAIRS

Day 1 Day 1
KIVFIED
1.3mg/m?
KRTES

Day 1 il

4 8
FEYRIJY

20mg/H

#ONXIE

HBIRAIRS Day1 2 45 89 MN1”2

P-1]|

- BBREEEENCLYEEZNICHEBEHIMSINIZIBEESZBRE. Infusion related reaction (IRR) (CW T 2 85ER 5HID
B ER(EARE L Ufe (IRRDIER. SHLEIC DWNTIF 48, 49 R—ISH, SHBTORBIRICDOVTIEFE0R—ISH),

CETODEBEEBICHUCREELERFIT DL, BHRIAZSEFBEVWALRAOSREZOFHIEEXHE U (60—
[DREAMM-7 &#8&N& O DREAMM-8 s B2 D BRI E | &08) .

RILFY=T

IV T VT (E ABIDB SR T O I1BEEICIESTDEE Ul

FEUXIVY

IS REBAD. BMID*\18.5kg/m251%5’ri§\ FEEILF A NEECEBET2FSF CERVENERDOBEZE T 5. XiF
THRUYAIVYORIBAZICRBTUNRVESE. BREFEMOYIK CHBAEZ 10mg [ORETREE Ui,

DREAMM-8iit5% (BelaPd &) > *

(BEIS] 288 3:EB 4;8H ;B8 288 3:EB 4;8H

w 1
BRI S

Day 1(2.5mg/kg) Day 1(1.9mg/kg)
RIURER
Amg/E EEES EEES
rOES Day 1 21 Day 1 21
FEYRAIVY
40mg/H
®rOwS

Day 1 8 15 22 Day 1 8 15 22
AH|
BREAEEMICK Y EZNICHEEHIMENICIBEZIRE. Infusion related reaction (IRR) (X T 2/858FE SHID

AIREEIFAREE Ufe (IRRDEEK. MAVEICDWVTIF 48, 49R—I R, SHBTCORBIKNRICOVWTIFE50—I8H),

CETCODEREBCHUCRBREZEHIZCHIC. MRAZSFTBRVATREOREBEDOFHEEZHE UL (60—
[DREAMM-7 5% U DREAMM-8 HB DHBRHZE] 21) .

FEUAIVY

- ISREBAD. HFEEZEET D XETFTXI VY DOBBAE (40mg) (CBRBUENRRWVEE. BREFEMOHIKT
BIISFEEZ L8 Q0mQ) ([CHETIEEE Uiz,

1) ZEREEHIER | EREES IS (207503 : DREAMM-758%)

2) Hungria V, et al. N Engl J Med. 2024; 391(5): 393-407. fl#tER : AABICH D D2 EBIFGSKNMEIB Uz, BEICIE. BHOIVTILI Y hET
HorE. BHOHENSEND,

3) AREFEHHER | EFEES MA8HER (207499 : DREAMM-8:ER)

4) Dimopoulos MA, et al. N Engl J Med. 2024; 391(5): 408-421. Fl#HiER « ASBICH DD 2 EAIE GSKHEIB Ulc, ZE(CF. BN HRBMESE %
XihofcE. EOHENZFN S,

BEINTVERDOERICHIZ - TE EEFDERFODBEF AR ZEZSRULTLIZE L,
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#fm
LTOBDZEHEFBLET .

. | N1 77 )

i&ﬁj@/\’” b % TEPRRSIBOBEEZR L. 154 7)Lh 5 70mgRIG100mg B 5T 3 [C B2 B ERET B8 [CBE
- AESTAK (77mgX/F110mg) FTTATNTNET,
A AYND=S k) ) ESK. YUY ESRERBINTVEE A

BEFRICAFRIONA 7V ZESBED SEUEU. ¥110 98B U TEERICRUTLEE L,

BEEE

@70mg /N A ZIL1NA ZIVITIEFRAKLAmL. QBBEERICHTPEEBN BV EZERTHER LTI EEIL,
100mg/NA Z)VINA P IVICIEERAK2MLZ BERORGEE~EE, BEBRXEBEOEHR~I8X
MR BNCOES BN SBENUE T, ZE2UET,

FFE~JEBDY VNI B TFLUNDEYNRH 5N S
BEFMERA LBV T IEE L,

RE S [FBTTLIES L),

stk |54
1.4mL21& 2mL

== &=

AEID/INA T )L

BERIGEPHICHEIRULTLIIES L,
EPHICHFRTEBVES)
- FRASZ R C 25 CLARCTREF L. 4BRRELNICHIRUL TS IEE L,

®RTE
ORBDOHRELISHE U EEE
NATZIVDSIRER F T,

QRIKBE0.2~2mg/mLICED LD IC
FEBIEROE/N Y JICINAFET .
BNICEHREREMNL. IRESIFBITT
<EEW,

ZEFLLRAENY T
- RUBEEZ)LE
SIRUA LT 0 B

FIREFRPHICHERALTLEE L,
GRPHICERTERVES)
- RISEZERE T T 25 CLUR CRFE L. 6 BBELAICESZSE T L TLEEW,
- 2~-8CTRIFI B0, FRAIICRR 24BERECEEI,
(FIREOBREFREFEURLES)
- 20~25CICRURICFERULTLEE L,

READAREBER R SEROERISEICERL T EE L,

- AAE EHAKTERE. AERBERCHERUTRIUL S A VICKURESULTIIZE L,
CMEOASFFE LSRG ULBVTEE W,

6. BERUHE

RILFYIITREFFOAIVIHAKRS D @8E. BACERNSYIRYT YR RFY BLFHERR) £ UT, 2.5mg/kgZ 3057301 E
NI T3 BEERCRBFLT 2, 68 BEOREICKBERET 9.

RIU RS RRUTFFHRAIVIVHARS 8%, BAICINSYITT YMRFY (BLFERR) & UT, #1EE2.5mg/kg. 2EE8
[F1.9mg/kgZ 30 3 ENT T4 BERERE CRERET 5. 0d. BEDREICLVEERET 2.

T—L Ly TEBFRY 2026 %10 ALiET (% 3hR)
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BHEMIC & BIRE « B - thik IREZECEIEEBERNOE(LDOERER (KVART—I)
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AERBERENUEEBERADDE(LLICE DK EEE (KVART =) 124 X—=Y
0.5 0.4 03 01~02 0.1 %%
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EEE BB . -
(ERBERIOESL) 0.4 03 0.2 0.1 0.1 %%
& el
0.3 —~ 0.2 0.1 0.1 %%
-E%E@ﬁﬁﬁ%%ﬁ%ﬂi . B . 0.2 _ 01 _ 0.1 k%
Grade 1 (FEROBEICHDDESITR—ISAUH5S
B LIED)
. MRS BER
INERIRLE HIARERRLE
BE
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Grade |+ PERMI I L
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e ANE Ul e -
hEE
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Grade 3 | - OFALNERIELE (BRPOHESD)
cPDED FE RS
« FTE IR ER R R
- I8 7 IE
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WEZSZFTLIEEL, BEifgEHE - Flaum BRBAZTRT BEREH | FRREERERXZHEORT
(Za—3—IOMNMO—FzRX9-)

TI— RRREREEAE. TS v N\BREELE. JU— | LR TNRES/BREERE
1) Farooq AV, et al. Ophthalmol Ther. 2020; 9(4): 889-911. Fl#ER : AAHBRICH DD D EMIF GSKNEE Uz, BE(CIF. BN BINEEZZiL > IcE.
%1 FAEDIRCTREBRENER S I ENGDIEh. FEDRORHEEEDBVABRREMREXFRNE(LICEDTEEEZHET 5T & BHoHaErSEND,

%2 CTCAEICEDKEEETIFFL,
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BEREMERURANELICH T IFRORE. HERUhILEE @MUIMVRRNFE
nE MMREGRIAN IS T AR DIRE, RERUPILEE
SEE =
(KVAZRT—Ib) BelaVd &£ BelaPd &% e
EEE BEs
i — (CTCAE ver. 5.0) -
Grade 1 KBSt RS 2.5mg/kg 1.9mg/kg AT
2.5mg/kg. 3ERIRIRRS #E : 2.5mg/kg. 4;BRIRREES
2@BLRE : 1.9mg/kg. 4BEERERS k Hmi L w K Himds Y w k B L w K Himas ) w
BERERRRUSBBERNOEAN Cire/e 2 LUSIE Cire/e 2 LUSIE
Grade 2 Grade 1 FICEHEY & % THRE Grade 3 HEgeFCHE HEIEFCHE
! =7 i =7
yo& (L. mswm ) | (mEv. usem ) | ( mses® ) 155758
1 ERfERZE Uk 5B 3 Srat o me
Grade 3 < > BelaPdEIC DT, 2 BIEDRSHIIC 1.9mg/kg 1.9mg/kg ARADAE
+ BelaVd &% © 1.9mg/kg. 3 BEEEIZS aiemr®BELIESaICE. 2 OELEE
- BelaPd &% : 1.9mg/kg. 8BRIRIMRIZS 319my/kg % 4 BEEETRST 5, Grade 3 LUIFICOET B & CIHRE
ik 528 oE v v oE
§ B, HIB L )
‘SR HEGT e ‘5 EHEGT 58"
7 rE= ) 7 rE= ) Grade 4
BERREFE N Oﬁa%ﬁﬁﬁ@ﬁﬁiﬁb\ BERREFE N Oﬁa%fﬁ%ﬁ@ﬁﬁiﬁb\ ( HE L. 3556 ) < 55 >
Grade 1L FICEEY 3 & CTHE Grade 1L FICEETY 3 & CTHE e p—
Grade 4 1.9mg/kg EFORE
race B Bl
y y M/MRECRAD S FM B BEIECBSiET 5 X SN, HIMEM > THSTRMICK Y 25,000/uLF£T
( 1emEELRSERTE ) ( 2emHsLESERTE ) BEY 3180, KENORE CR5EEMNTES
1.9mg/kg. 3 BEERERS 1.4mg/kg. 8 BEREMRERS % 1 BelaVABOAIC DV Tl MIWREGRIAH Grade 2 U FICEE LTSS, BRHIRSEICRY CENTE S,
BURANEBZIT > fctk. CHEE STERNEL T 55 6(F. tlk ®Infusion reaction
X MEOUBIG, BEOREERE R, BEICHET 5 &, /o, MEROBNESREECERT 5L, Infusion reaction [C3 T 2 FFIDAKE, RERUVPIEESE
SEE
(CTCAE ver. 5.0) AL
&5l
| EnE
Grade 2 Grade 1%&?(:@?’2
56
- IERREIRIFDOFE S LU T DR 5EE
- REBHEBENORELIEDRSE | THREORSEEET DL
&5l
| mnE
Grade 1L FICEE
Grade 3 ¢
B5HH
- EEIRFIRIFD 1/4 ~ 1/8 DIRE5RE
- BS5EHE . THEORSZEEIT DL
- RELEDORSE | FHEZRS
BEINTVWSEEDFERICH > ClE. SEFIDEFDEF AN ZSRUTLIEEL, Grade 4 5tk
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@B MRS
RIS MMERRICH T 3EFDARE, BERUPILESE
BEE
(CTCAE ver. 5.0) nE
Grade 3" 5tk

% | EEEHTEORE. CTCAE ver. 5.0 DRk #E£8R ULT 2T,

G®ZnittDEI{ER

ZOMDFERICH T IFRDARE., BERUPILESE

NE
SR =
(CTCAE ver. 5.0) oo
2.5mg/kg 1.9mg/kg AR
Grade 1L RICEIE T 5 F CTHRE
Grade 3 o1& v v o
( mEL msEm ) C 158
1.9mg/kg AERIDRE
ik = ZRE
\
BE5#EE I 5G| Grade 1 LUNICOE T B & THRE
Grade 4 EIF I
\/ \ 4
( mEL w58 ) C 185

1.9mg/kg AZEFIDAE

BEHINTVBERDERICHIc > TF BERIDERHMDBF AN ZSRUTIIES L,

20

8 BEERIPESNIEVURT (IRESE)

8-1 IREE

® DREAMM-7 5%, DREAMM-8HERICBVLWTIRBEDHRIENRH SN F LTz,

O REZEEMMAFZRAO—RETBADCHISAIT I bELTHRESINTLET 2,

Fle. AR ESTEHOMMAFEZE ADCOIEFRRERTlE. ARREMREE UTARESOARE LROZ(EHERH
s5hTnEd",

O RAREABREPARLIF/NWEREECARLEFOZLF. BETCREREHEDBVWTEDHHIFTITN, hEE
P ETCRERBHETPERPERT D EN DY, INSOBHNE N BEEETINECKEZRIFITOREMELH Y
T, o, ARERRIENEUBEICE. BEANIREZH SAREEZECTIENBIFT,

O FEFREHELDEREGEEDTCHERL. RSHBAICIEBEICKLIEZREZREL TSV, e, FHOD
BSHBTDSHAFOYEN S5 4EEHF TOIIKSHIEHNT . ZORDZSHEDIEAEICIHU T, RRIEICKD
BIHRERCHERTEMSEREZSOCRFREBEZREL . RRIEICKLZFHEEERBZT>TLRETWVW (6R—-Y
[3 IREIE & DEEBE]., 12R—I' [7 FFIRSDHEN] S8R) .

O FEDKESICLVIREENRIRT 2T EEMIH D T &2, BENRFZORBEANTHICHBALTIEEZWLA0. 11
R—I'[6 BEEOFHALEE] B8),

O RESHRIFUCESIE. MWEZSE(IC, FFZARE - G2 - PIET IR EBIRUEZTS £EBIC, RRIEIC
FBFHIEZEIT > TLREETW 24 R—I [5Hli%] B88)

0 H5IC. AEEE (RAMARKRUEEMABRRNESO) M"RONBBIERI G ShNzEEE., EPHICERZ
ST HEGUEZIT > TS L,

ERICES o B> R 45T

DREAMM-7 588K U DREAMM-8 SHERDERICE T 2 REMFHE T3, BERSICERDKIRODBEZTERZIHINEFE
BREUVTHHET 3 TEL, RBEPICREREICLIBESR (ARREMRRUERSRERNDEL) ZRE
L. ZORBRICEDIFHEBITVE LT,

ROBEER

- BENSORSICEDVTRES N, BREEEECKY CTCAE ver. 5.0 [CEDE Grade 571

- MedDRA DA [BIEEE] (CESFNBEAFEICHNA T, (FHDZEL] (CZHT 2EAEZ GSKHRLE 21—
THREUCER

BIRER (BRREMRRUESREHRNOEIL)

- RRHRE S U TR BEMRRENR O RSB ERNDFHZ2FRE (T U TERNICEE

- AR TlE. FRIREEHDE Y A J )L CRAMREZ R

- AERERRMNUREBERNOELZHETCKVART —IILZAVTGrade HIE L. BEREBRE L T
(16 17 R=IJ [KVART —=ILI ),

BERRERR
- MFRATERMIRIRE (CB D EU T O R OB EN O BEE Z 5T
RINKREBRIE
C\BREILE
- ERTNEE
EEMRERS
‘AR ERRE

EEMIERND
F FEREEZTICEBEERRIC, ARV VR ZAVTRBBERNIRVUZDELZT

% : International Council of Ophthalmology (ICO) £/ JAIERERICE D HEUE HZIE T,
AR L VHREORNEF. LIFOS/NEFRMEICHZET 2 20/25 1 0.8, 20/50 : 0.4, 20/200 : 01

1) Eaton JS, et al. J Ocul Pharmacol Ther. 2015; 31(10): 589-604.
2) Masters JC, et al. Invest New Drugs. 2018; 36(1): 121-135.
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T—Ly Ly FILLBDREEDHE

FHC K DREEDEFIGRATIN. ADCOFTI—4"y hEHICEERT 28U EZI SN TLFET Y,

FEF. AELRMBEAICEYDATN, ZRN—VYRZFET D EICEY ., RRREABRE Y/ \BEELESDABES
SlERRCIaREMN B ET ",
BEFEEROEHSADBECHE T, PRV A@ROBEHTDEZZ5NTVET ",
FENICKZEWERDERE LT, ECH/ADZEI. RSAT7 A BREENMRSSINTVET Y,

AR _FRZHHR DB AR EE
—REIC. AEEREREI— A —N—T Bch. BEEE - BATIEEEGLTLSESNTVET Y,

T—LrULy 750, REZEORRICERL. RENRDSNBER. KE - HE - PIET I B EBIBUEZTS
EEBIC IRBEICKDIHAEZKIEL TL TV (24 R—I [HE] B8R) .

DREAMM-7 8% U DREAMM-8 SHER TR SNICIRICEET 3 ERXERIF. FROEBNW T,

ERIRDBESSR EZDIER

B8/ BHET" RAEATREIS/RIBAIC BB

£ i EEOED S THER UKL, BBERITFTLBDOHEN
IR%E O30T 2EWE. #T &S5 BEHEDOBEOEREDED
ER O 245 BATOI09 3

AR BRI B, BRODHIH

IROBESRTHSNBELEE L ZOER

F SETFRBERICKVRREORZREENMET I DEETH Y . RFREDOIRE
FSA7A BEEBZLEL. RRADESZHI I ENHD
- IRBRS. BRI 2YR. RRSOERN S S

- BIREORET, BEEPIFBRMEDRRAICLDEDNSS

B Nt \“
= B, BUR. TR, SHSE0ORERD S

RRES - REZHDS %Hﬁiﬁ’ﬂ?ﬁ)}i?\%ﬁ%%@go)ﬁ%%%@t‘9”%)
(RRMARRR VBB AER) - fEEFM. R RYRR. B WREDERNH S

I RABRERE & Z0EK
= EDBRERRE) [CRRRICEUDLHEED RIET., BYRK ms
e T %%fﬁ%%% BEE) [CARICEUDZRMD FRIIE YR TR M
ZHD
BRI ISR EBEAE LTV B REE
. BENE<ES&SICBY. BONTHERLD LS (CHY., EHMET L.
AR R, BEYREHSTENHD
AREEES Gl
AR FRXE (REVSA) A FREBARIE LTV RE, BORMPRESELES

¥ RDETFREREFFIRICE DL
BRBRERRICDONTIF6. 17 X=I[7 FHRSDHEN HBSRIEE L,

1) Farooq AV, et al. Ophthalmol Ther. 2020; 9 (4): 889-9. Fl&BR : ASHERICH DD D EMIE GSK M EEB Uz, BE(CIF. BHHBINEEEih > 1cE.
B OHENSFEN D,
2) AGREFEHIE R | ERHEEE M85 (207503 : DREAMM-7 55)
3) AGBIsEHEER | ERHES AR (207499 : DREAMM-8ER)
4) Nuzzi A, et al. Int J Mol Sci. 2022; 23 (21): 13114.
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TRz, BEENBREICHA. HFELTIEEL,

OFFFIRMEELDEHED TN THEM L. REMERIICIRMEICKIZRZRRT 2 &, o, FAIDYIEN S 4TE
FTOERSRRMNT. TORDESHBPIMNECIH U T, REEICKDHRIRER ORI EYIERE Z S ORA
BREZRET D&

OFFH{S 20BN SUENFHEBZET 2HE VY. RIADKEZET 2HEGNHD &

OIRDEFENRO SNIBE(CF. TEEICHERKD L ReD (CEREKR (RF) 2295 &

ORSAT7AFORIERZERT DI, FRKRSPRIBBERZSTBVWATRAZ1H4QU ERSTS &

OFEIDERED (REBETZSO) (FOVI T MUY XDOREEZRIT2 &

OFBIDBREICKVBRHETICOBRHIDBREDRBEENSHEICFRO SN TS e, BENEDBE I DRIE
FETORICIRTD L

IREHRER S Ya—-Ib
- ARIDRSHRIBHIICIEREIC L 22RZXE
- FEIDRSHRIEAIDSOHARFOYEN S 4DBEF TOERSANEL T BHEIC K DENRENROHRTEMFEREZS
CIRPRE Z SRt
- TOBROERSHEPEIHEICIHU T RFREZREL T BEODREZ +0ICHR
FRNERS 2EE0®S 3EEO®S AEEORS

B5EE
-------- B o I R S R ¢ .
: : : : _IRHRE
: : : : (BBITKLT)
(QEQE%) “ﬂéﬁ Wﬂ#ﬁ
<8BE>ERHARIC ST SREHRE

DREAMM-7 588& K0 DREAMM-8 54 5& (&)

c RTU—=ZVTRER=Z 54 VEHORBEICKDRERBENYOIRSHD 28 HUAICEEINTLNIE, U4 7)L1D
Day 1(CERRHEREZBEIT D HEIFTRL,

- REHETORMREF. AEFIRSAISBUANE T HH TR ARIDERSISAVBRICGTHEDPEZIL TSI EZRKA
PREES1T %o

- AEI 6 MBERSHOREE TIC, BBERDIREMREMBEPIRER. RAZEHIREINIE, REHGEDEREZ 32 BBICHS U
THEW. TN, BAZEPZDMOBERIFEIR LB S, RRIECKDEEHEZZIEBICT D,

- AEl 6 QR SROBREICBV CTIRFEETEN R U CLBE PRIER X S EHZLOF I BHEREN R S NIHBEF.
NODOFENEE (Grade 1XER—=R54 V) T2FETHRLEDIT A T)VEIC. XIFRRIENIRARNICAEZ S HIRT Uz
BOEK D SHREISGHERIRRIRE Z M D,

BB TRICEEREEARBRODDEEENFER LU COEEBICH U T A< EB3nBBORBEICKLD 7+ 0—
7y IRBEZRER127BEXFZENSDBEROEE (Grade 1XER—=Z 54 ADEEDVITNHEWVNFDIFR) & Tkt
ERSH

DREAMM-7 8%
« REFEPORFIRES. A°FI6 DBERSIHE CIBEICIRSHIICEET 2.

DREAMM-85i5&
« REFEPORFIRES. A6 QERSHE C4BEICIRSHICEET 5.

T) BRERICBNT, BIRRENDET. RS54 74, B B RUBRE/BEXDT IV —FICZE T DBRZRERE UTEHE L.
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8 EERLBRESNILYRT (IRIFSE)
e

cARBREMRBRNZELZH#DBVCENGUE T BAZREOFRICHNMDH ST, ARREMR (RRREARIE.
INBFEEEFDRBIRE) i'H SNIBEEE. FFOKRE. HERVPLEE (TR) Z8ECUBRUEZT>TLLETL
(16, 17 R=I'[7 FRESDFNI 28]) .

KIS, ARER (RAMABRRNVEBEARRZZO) MELONBZRERIBSONILEER, BLHICIRBZ5Z2
STEBEBRLBZT>TLET L,

BRREMRRUVRAELICHT SFRDNRE. RERUPILESE

SEE NE
(KVAZ =)L) BelaVd &% BelaPd &%
5k 5kt
Grade 1 N o
2.5mg/kg. 3EEERRS #0 : 2.5mg/kg. 4BHEMERERS
2OBELEE : 1.9mg/kg. 4BHEMERERS
Grade 2 AEREFRENUOEESBIEREAD@EAN Grade 1 LURICOIE T 2 & TIARE
vBE
( 1pmemLESEE ) \ -
- . — BelaPdE&EICDWT. 2 @ED®RSHIIC
Grade 3 * BelaVd &% : 1.9mg/kg. 3BEBRIIRS airmramLr-ssce. 2088
+ BelaPd &% © 1.9mg/kg. 8 BEERIES (31.9mg/kg %= 4 BREREE TRST 5.
== | =g}
1’5 =T BEE™ B 5=t T BiEE™
BREGEFEMORSEEEHOEAD BREGREFEMORSELEEHOEAD
Grade 1URICEOIET 2 F TIRE Grade 1LUFICEIEY % & CTHE
Grade 4 o | | o=
( 1emEELESEMTE ) ( 2pmEsLESEMTE )
1.9mg/kg. 3BEEERS 1.4mg/kg. 8BRMMREIRS
BWURABE{T e, OECITIERNERLT 256(E. dlk

- DREAMM-7HBRTI&. £ Grade DEREEN 19661 (81.0%) . Grade 3LAEH' 926l (38.0%) . DREAMM-85HER

Tl¥. £Grade DIREEN 13661 (90.7%) . Grade 3LAEN 7361 (48.7%) TRHSNF LT,

- FREREE (2 Grade) (. DREAMM-7E#ER TIFFER 16061 (66.1%). K35 147 112361 (50.8%) . L%jﬁ}él‘1141’§|1
(471%) %. DREAMM-8EHER TIF B 11961 (79.3%) . RS54 7 1 916l (60.7%) . RDEHE 916 (60.7%) FT

Ufeo

REEZEDRRRR (FHBOVLTNH DRI TRIRIISHN 10%LL L. REEBITIREEH)

2EF. n (%) 196 (81.0) 92 (38.0) 136 (907) 73 (487)
B8 160 (66.1) 53(21.9) 119 (79.3) 26 (17.3)
RSA74 123 (50.8) 17(7.0) 91(607) 12 (8.0)
114 (47.1) 5(2.1) 66 (44.0) 5(3.3)
AR 103 (42.6) 12(5.0) 75 (50.0) 6 (4.0)
RO E 4R 106 (43.8) 8(3.3) 91(60.7) 9(6.0)
IR 77 (31.8) 2(0.8) 49 (327) 3(2.0)
=] 49 (20.2) 17(7.0) 40 (2637) 9(6.0)
ypli=E 26 (107) 13(5.4) 23 (15.3) 15 (10.0)
BIHET 14.(5.8) 4(17) 34(227) 20 (13.3)
SR B 2(0.8) 1(0.4) 34(227) 9(6.0)
AR R\ 1(0.4) 1(0.4) 34(227) 12 (8.0)

X REOLBIES, BEOREERF I, BECHNT 5L, . RERORNERTEYICERT 5T L.
ZOMOEERICH T S ARIDAKE. HERUHILEE

DREAMM-7 8 (MedDRA ver. 26.0). DREAMM-838 (MedDRA ver. 26.1) @ Grade ([3i@zt&ie< ©(C CTCAE ver. 5.0 [CEDEHE

DREAMM-7 &K U DREAMM-8 R ZNZNDOREMBTHRERE. 5 V5 MESN. HAEESHLVITNHLDBREZ 1O LRSENETD
BELER

BERBRIOH CERRSEMEETEIETIE]SE 1 L) . BEREMRERURSBERNDELIE. BEBRTII R BREMEEEMEC L DEEER KVAXT—))
EUTHRERU Grade DFEEINB T &ITTE D1z,

ZDfsH. BERSZEITIERC. BEBERE U CDORSEMATCEBRLBR>fc. BREZEMERURESBERNOZ(EOEREIGE, 26 X—IV [BIRERD
FHERR] ZERTES 0,

F) AKRTlE FERIADRAD [RES] (CIIX. ZEINERODESERE UCEFEDI172EDER QIR—IRICEHI L2 Z20R) Z&%5t L
F—I9ERLTVET,

T I8
(CTCAE ver. 5.0) 2.5mg/kg 1 1.9mg/kg AT
Grade 1A FICEET 5 F THRE
Grade 3 Ol{E v v OlE
( mmL msEm ) C B5Em )
1.9mg/kg REFIDORE
q’.l]:?%l%
K5I 555 - Grade 1LUIFICOHEY 2 & THE
Grade 4 o Yo
( mmL msEm ) C 1% 5Em )
1.9mg/kg AERIDHE

- BEHBEDY 7Y A MIBHESN TV S EERIERESIIG Y — 17 )L (BIEES) " 2@8E 8RS,
(https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/iyakuhin/topics/tp061122-1.html.

7OLAER 20265 9H)
1) BESBE SRENFRRERNGY = 1 7)) SRS TR 23438 (HH8F2 /XD

BEINTVREADERICHIZ - T SR DEHFOBEF RN ZSRUTLLLZE,
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8 EERRPEINILYRT (IRIFS)

- AEMREFRR (£Grade. KVAR T =) [&. DREAMM-75ERT 20861 (86%) TERHHN. ZD 53513041 (54%)
l& Grade 3. 4581 (19%) & Grade 4 TUT=.

- DREAMM-8 B2 T3 130l (87%) TERHHN. ZD 5584l (56%) [F Grade 3. 9l (6%) I Grade 4 TL T,

cBERERAIDZEL (2Grade. KVAZX T —)b) 1. DREAMM-75RERT 216 6 (89%) TRHEN. ZD 551258
(52%) I& Grade 3. 13l (5%) I Grade 4 TUTz,

- DREAMM-8EERTIF 13761 (91%) TERHSN. ZD 55 86HI (57%) IF Grade 3. 441 (3%) [ Grade 4 TU T,

BRREMR (KVAZ 7 —))) OBE (aR&AETE. REMRITIREE)

£ Grade. n (%) 208 (86) 130 (87)
Grade 1 10/242 (4) 10/150 (7)
Grade 2 23/242 (10) 271150 (18)
Grade 3 130/242 (54) 84/150 (56)
Grade 4 45/242 (19) 9/150 ()

DREAMM-7 & &K U DREAMM-8 R ZNZNDLZEMBTNRER S, SV MESN HAEDLSHLVINH DBREZ 1D RS SN2TD

BEEER

REBRERNOEL (KVAR T —I) OHE (aiRikimE T, R2ERTURER)

£ Grade. n (%) 216 (89) 137 (91)
Grade 1 22/242 (9) 13/150 (9)
Grade 2 56/242 (23) 34/150 (23)
Grade 3 125/242 (52) 86/150 (57)
Grade 4 13/242 (5) 4/150 (3)

DREAMM-7 & &K U DREAMM-8 R ENZNDOLREMBTNRERE. S VT AMESN. HAEDLSHLEVINH DBREZ 1D LRSS SN2TD

BEEER

Grade 2 EDBBRREMREOBIZILUTOEBYTUL,

cYERRITOHE (FRIE) . DREAMM-7# 8 T44.0H (IQR : 40.0-88.0). DREAMM-8&# R T46.5H
(IQR : 28.0-84.5) TULTe,

- YIEFEREH S OES TOH™E (PRIE) 1. DREAMM-7#ERT95.5H (IQR : 60.0-234.0). DREAMM-8E{E&T
92.0H (IQR : 55.5-169.5) T UL,

Grade 2 EDEESRIERNOE(LOBREFIUTDEBUTU.

YO FEIRE TOHE (FRIE) . DREAMM-75 8 T52.5H (IQR : 42.0-81.0). DREAMM-85{%& T58.5H
(IQR : 52.5-113.0) TUL e,

YERRENSOES TOHRE (PRIE) (. DREAMM-755T51.08 (IQR : 22.0-99.0). DREAMM-8{B& T
57.0H (IQR : 29.0-87.0) TULT,

R=254 VHEORANERTH > LEBICH I DMIROKREHB/IERNDOZE(L (20/50* UTADET) OBERFUTO &

HWTUT.

- DREAMM-7 B8 T 82l (34%) . DREAMM-8EERT 5161 (34%) TRHSNF U,

cYIERRFE TOHRM (PRIE) 1. DREAMM-7# B8 c73.5H (IQR : 43.0-169.0). DREAMM-8:£E2 ¢ 112.0H
(IQR : 57.0-250.0) TULT=.

cHIERBEHNSOEF TOHB (PRIE) . DREAMM-785T22.08 (IQR : 21.5-35.0). DREAMM-8E& T

29.0H (IQR : 28.0-56.0) TULT,

¥ 1 AR U VRIROEESE (20/50) [F/\EER71E (0.4) (THZET B,
IQR (interquartile range) : W5 i#iFE

Grade 2Rl O ARREFRROFRIRE COHIR . HIREAM. TR
(KVAR =)V, BERI&FEE T, MBI RER)

JBERRIBN 5T —9 Oy b4 T (DREAMM-75E : 2023410 5 2H. DREAMM-85E : 2024 F 18 29 H) FTICRSEENIc2TOBREDRFRETR
ZANWTERIKIEE D KVA R —)LDFHIZ{TL., S5t LT,

KVAZT —)LIZDWTIFE16, 17 R—I [KVART —)U] BB IZE 0,

YIOFIRE O™ (B)
n 198 120
thRfE (FEE) 44.0 (15-967) 46.5 (18-672)
YRR SEEF TOH™ (B) *'
n 172 108
chRfE (FEE) 95.5 (8-802) 92.0 (15-746)
FEIRMOEL
18 n (%) 63/198 (32) 37/120 (31)
2@l n (%) 33/198 (17) 18/120 (15)
3@t n (%) 102/198 (52) 65/120 (54)
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DREAMM-7 &K U'DREAMM-8 5B Z NZNDRLMMBITHRER F. SV MESN. HHAEDLSHIEVITNHDBBEER 1B LRSI NEE2TOD
BEETER

%1 BERERR (KVAXT —)b. Grade 2L E) OFREH SEHE (Grade 1) & TOHIR

KVAZT—=)UIZDWVWTIF16. 17 R—=I [KVAZRT =)L BHBIRIEE L),




8 BEERBREINILYRT (IRFEE)

Grade 2L EOARREFRRORRE TOMHRE. FRAM. &l
(KVA R or—)b. BERKFAESE. REUFRITHREE) (BE)

Grade 2L EDRRBERNDE(LORIRE TOMHM. HIRMME. &R

(KVAZ T —)b. aR&EETE. REHRITIREKE)

DREAMM-7 EXB& DREAMM-8 58 DREAMM-7 s16& DREAMM-8 &E&
BelaVd & (n=242) BelaPd 2 (n=150) el Ml 2 ELElel AUmEY
SERTIERTRIRED, X(& YICIFIRE TOER (B)
OB TRRT .
SRS T RIS U MR ER S ORR. 0"’ 154 89 n 194 124
) hoR1E (EEE) 52.5 (16-627) 58.5 (21-704)
@E. n (%) 67 (44) 34 (38) DESEN 5EEE TR (5)
ROME. B, n (%) 64 (42) 40 (45) n 173 109
REE. EBIHET. n (%) 23 (15) 15 (17) iR (#06) 51.0 (4-481) 57.0 (8-548)
e FREE. n (6)
1 47/194 (24) 33/124 (27)
n 67 34 O 29/194 (15) 27/124 (22)
thoRfE (EF) 121.0 (8-802) 101.0 (28-393) 3@ELE 118/194 (61) 64/124 (52)
BEICRIR U I AERER R OER. n 198 120 EFHE TR TRIED, X3 , 120 81
— . AERTERICRRUEEEERNDE(LDER. n*?
&, n (%) 108 (55) 63 (53) BE. n (%) 57 (48) 33 4
ROE. JBEMETE  n (%) 51(26) 33(28) KEE. B, n (%) 41(34) 28 (35)
kmE. B, n (%) 16 (8) 8 (7) ROME. BIHET. n (%) 22 (18) 20 (25)
N p = 514 o
KEVE. EIFHET . n (%) 23 (12) 16 (13) ARIE T RORRD SOEE TOHH B) —
n 57
BRESD SHRORHRAEES CORR (B bofE (REE) 570 (4-366) 60.0 (26-527)
n 23 16 BRICREBEUEERBERNOELDER. n 194 124
choR{E (536E) 19.0 (— 372-165) 44.0 (—1-167) B1E. n (%) 123 (63) 73 (59)
BeORIEH SEEE TOEE (5) KOE. BEMEH. n (%) 24 (12) 22 (18)
XROE. BER, n (%) 22 (1) 9 (7)
n 108 63 PN
KEOWE. BEMET. n (%) 25(13) 20 (16)
thiR{E (&) 90.5 (8-802) 66.0 (24-746) BrirEh S E%OERBEEE TOME (8)
HERABEDIEFIIC ST 2 REZICHRR U -ARIREFRIRD 19 66 n 25 20
&R, n choRf (#66H) 42.0 (—7-336) 28.0 (—1-398)
@&, n (%) 80 (67) 42 (64) BRORIEH SEEE TOERN (B)
RO, SER. n (%) 16 (13) 8(12) n 123 /3
hoR1E (EaE) 54.0 (10-617) 53.0 (6-527)
el 58 110 15 G3) 12 (8) SHEARPILBIC B B BE R L - BEBERAD i o
7 N 7 ==
REHE. SBEDLE. n (%) 7 (6) 4 (6) ZLOER. n
KOS, ERREE* . n (%) 1< 0 O, n (%) 69 (59) A1 (59)
e P—— ( . ( o KOME. BERR, n (%) 22 (19) 9(13)
%2 UBERT I}, BEORBAER5H+ 208 (DREAMM-7R8) . + 278 (DREAMM-8H8) & F% - D
3 RATIEDEHRENTE T, B33 MBI HANES D > BE T, AEE. 5EC. n (%) 13 (1) 1420
1) RREBEIHHTOKVA 27— LOBRIC(E. THRDABRERSEE BRI N BE D20, RO JBEHIE. n (%) 12 (10) 6(9)
D) SBBMKIEE SIHIC £ B KVA Grade lFHIATEERIRTDT—I ESE, RRIKEZTHIC K2 KVA Grade DEH(F, OISV F PILTURL%E REE. BIABE*S, n (%) 0 0

RWVEEZNFHEICE D <, _ _
75t 3 gt N DD AR < SV IMESN. HEZRESHELNT saEsEE I EsINE
33) PEREE COREOMBLE. HBABEOL TN OEEIDESEAE ;R%E&Agl%l 7B N U DREAMM-8 BTN ZTNOREMMITHRER L, SV MESN, HAEESHEVITNLDBEREZ 1O LRSS N2TOD
¥ 1 BEBERANDEL (KVART—)U, Grade 2LUE) OFERENSOE (Grade 1UT) FTOHB
%2 BEIRT . REBRORBEFIESH+ 20H (DREAMM-7588) . + 278 (DREAMM-8:58) EEE
%3 2AEFHROBURAED TH o fen, BERBIHAICHANBSNEN >IcEEEET.

KVAZRT —=)LIZDWTIE16. 17 R=I [KVART =)L HERLZE W,

1) BRIKEEEFHE COKVART —ILDBRICIF., TDEREMRSTES CERSNICEEDLST.

E 2) BERMEKIEE R IC £ 2 KVA Grade RFIATRERINTDT —IZZT, BRIKESFHHIC KD KVA Grade DERI(F. OISV IPIVTUXLE
FAWCERBEHEHICE D <,

E3) WOFERE TCORBDRIEE . MEEEDOL I NH DERIDIRSHEH

KVAZT —ILIZDWTIFE16. 17 =TI [KVART —)U] BB IZE 0,
28 29




8 BEERRPEINIEYRT (IRIFS)

FEIESHE. BEBORBRCEDE. BEENERIRHETDI LT, RESZEBE UGN SEET S ENER
TY, RESOEEGELRLE (23, 24R—Y) EFRX 7.3 DRZLE(C. FH DB BAE. FHE. PLED
IR ZBBRLLET,

UTOBEEREMERICOVTIE. SRICKVEBRLGEFAICEET 2BFREHBSNIIcHBALET,

7.3 2 BIfEAICH T BIAEE. FERUTHIEEE (&)

Grade 4 : B5MIFZEEET 5,
ARREFRR REEHETT B1EEY [C1d, ARREFRRRURSBIERIDWEAN Grade 1 U TICEHET 2 F THET %,
AR ERRIE CMIVTVETRUOTFFIAIV VHAKRESDBS(CIF. OEE. 1 REHEURSZERTED,

S=EEEAOEL RV U R RRUOTFIXIVVHBREDESICE. OER. 2ERERE UIRSZBITES,
KR3DGrade 4ZSR | BURILEZT o lctk. ODERTERNBILT 215G, R5ZFIET D,
E5) DB EF, BEOREZRF R, EEICHIIIT 5T &, Ko, HRRORMERZEUICEET ST &,
T—L YLy TEFRY 2026 %10 AiET (8 3hR)

Grade 4 (KVAR T —)b) DEKRERHIFEIREL. Grade TATF (KVAR T —)) [CEERIC. xRS ZBRLICEED

RREUTDEBYTUL.

« RS HEEHEED Grade 2 E (KVAR T —)b) DEERERFEREIE. DREAMM-75#E&T 29/3161 (94%) . DREAMM-8
s8R T 8/8#H1 (100%) TUL Tz,

[FR3]COVTIF. BF AN T7.3DERIZTSRIET L,

Grade 4 DARSERZRR UL BEOHEE (KVAR T —), BREEEMTN. KSUFITIREE . SEEHR)

BESER (Grade 4). n (%) 44 (18) *! n@*

Elzif;é (Grade 1I4TF) DFAIZSEH. 244 (70) o1 (7

AR SEHmORRER 29/31(94) 8/8 (100)
Grade 2 6/29 4/8
Grade 3 11/29 3/8
Grade 4 12/29 8

DREAMM-7 &K% U DREAMM-8 B ZNZTND R EMFTHREM(E, SV AMESN HAZELSHLLITNHDBREZ 1B LIRSS NE2TD
BELER
F—=5 7y bA 7 (DREAMM-758 : 20234108 2H. DREAMM-858 : 2024 F 18 29 H) DR ClImHERE bititP TH oo

%1 [AESRNFBOBEBRICLDARNZSPIE] RO [OER (Grade 1T OFRFIRSHER] OVFNICHEZE ULBVES(CIE, AKREP. XIFABIRBER
LIADEHIC K DPIHNESEN D,

*2 I AR EBRROBIREBERICHIT H&S Grade Z&RD MAICIRR
KVAZRT =ILIZDWTIF16. 17 R—=TJ [KVART =)L) HERLTZE 0,

Grade 4 DABFEERN Grade 1A TICEEULARIESZBRULUELEEDINR

DREAMM-7 5%
B 60 146 81 102 166 3 32
O 102 231111223 222311233 31113 223300 3224444100 20
E A A A A A A A A A AA A AA AA A A
BE2 145 329
O) 032343321 2 344 4 O 0 0
E A A A
8E3 427 346 143
® 0334444404444 44444 44 44 M12 332 4444 4444444 4123322222
E A A A A A
B2, 159
® 3444441 13 4
E A A A A
121 84 147 210 273 336 399 462 525 588 651 714 777 840 903 966 1,029 1,092
SR BRHARS ()
DREAMM-8:1E&
Bt 134 23 19
Q) 01123 32 13213341 0 2
E A A A A A A A
BE2 113 386 85 57 113 113
O) 34 01 3210 3202 20232201233 221 23 2
E A A A A A A A A
B3 85 144 85 57 29 57 29
Q) 3221232 211333 003321:32 14221 22221
E A A A A A A A
B4 86 _64
O) 422 11 1 11231 1 1 11
E A A A A A A
1 56 112 168 224 280 336 392 448 504 560 616 672 728 784 840 896 952 1,008
SiBRHEARS ()
—{RZEHARS (B)

©  BEEROGrade (KVART =)L)
E (AEESHA)

72 1) DREAMM-7 58 | FAIDRESER. XIFFFDRKIZFSEN SFETH. PIEDREH. PIEH. BRECHT 2HIIRERFBE. XIFEED SDRKE
EEHE TOIBN 24 BBOBEZRES U, AEFRBEFRSTEHET 2,
DREAMM-8&# | REIFBREAEMICLDMS L U, RERBF. BHOKRED (REFETH > LMRSINGN o f2H) h SARERDBIRSEXRT
DHEET %, AERDOBRSMEVSSERERBEER NGV, BUZEZHICEMDOKVATHIZT 156, EEENROSVIRICEDTEER
ZHEL. BEENEIU CHNERDBVBENOEFEEZERT .

22) Grade 4DBERBRNDER. AFIZRSHEHEUICEE (DREAMM-7ER T 316). DREAMM-8FHE T M) DS 5. ARIDBFRN 7.3 DREELE
(EEORARREMENORBBERNIDOEAN Grade 1UTCOEYT 2 F THREL., BEE(ICIRSZERH) (CEBL TV EBEDH IR

31




8 EERLBRESNILYRT (IRIFSE)
BEEcsoREEE

PEECEDE. BRICRAEEEZ{T o IER. FEIDBEMEIC DN . RIEEICLZPLRBUTOESY TULR.
cIROBESBRICKZHIEIF. DREAMM-7HERT 86Il. DREAMM-8HERT 6 HIICEEHSNH LT,

c BIRER (KVART—)V) [C&BHIEIF. DREAMM-7HERT146l. DREAMM-8EERT12AIICERH SNE LT,
cROBEBRNEARER (KVART =) IC&ZHIElF. DREAMM-758RT226l. DREAMM-8 BT 14 6lIC

FRIESDE. BEBORTEICEDE, BERENRHETSZ LT, REEZEE UGN SEEIT DI ENEE
TY, IREEQEIFTELTWE (23, 24R—2) ., BFRY 7.3DIRZSE(C. FHIOBNRMAE. FHE. PLED TR
ZHREVLET,

UTOSERBHBERICOVTIE., RRPHREFORSFBIEOOEL UTHBICRHE U TR NERLEIER(CEE

BHLNFI L,

BRFEODIL/ AREEICESLIRDAEERNBARER (REMFITNRERH)

100+ DREAMM-7:58 18
IROEZERICK5ABEE. n (%) 129 (53) 95 (63) 2 16
|40 89 F14 48
thik 8 (3) 6 (4) ¥ 58 5
2 H12
; : B 60/ B
HE 50 (21) 7 (5)* ;E%R 110 I{E
s e g R
the 116 (48) 93(62) R H]E};‘ 40 C
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TR IC YAG L— U —BoE & 167
ARREMREEDZE (BI%)
¥1
*ffaay) - 25 20 39 104 125 228 201 480 501- 921
IR B BL v B 215, HHH R ROSRWE. HH Bl aﬁf;iﬁ@%ﬁ 218 BiE. 157 E -
O Al SRR S
- O At NS . \ — \ . s BEOSREEARE
FEIRSHID _ O At B S BSOS \ L | OEAM)EE .
3 ERARIREMR E& E& P . ‘ o . BEORRREBABE e . IE# (R&H : 522, 54300) &
IRRIAE e BEOSRKERRE | SEOSRRERRE BEOSREERRE T ————
(i%2=E : 669)
05
- 5 07 0.8 0.8 1.0 0.8 1.0 06 1.0 aEE B0 564 12
05
i 0.8 0.8 0.8 0.9 0.9 1.0 06 1.0 (e : 564 1.0
®5R"
(Day) 1 22 pha 106 fh 231 traE 483 thae B
(ﬁffg ) Se . (43-105)  Ex? (127-230) 5 (249-482) - (504-672)
B N o
# - - RSB - AREIER
R thegERE - pReEEREs - TRAREETE ="
s - - R AT S - CRSMAETR | WAFE: Gaded | HIEEDED - | e LB ER -
(&5 © Grade 3)*? (#8&5HD : Grade 2) | LEIFTATILB8DAEER (BT - ) ST - SRR
R B DA & ST W& © Grade 3 (fs&35TH : Grade 3)

¥ KAEIRSHBEZDay 1£9 2,
%2 : DREAMM-7HER T3, AEREMR X ERSBIERIN Grade 1UTICHET 2K THEIDRSZLER L.
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1.9mg/kg AZERIORE
M) ARAR A 'S T B B RS T 5 & Z X 511, I~ TH S TRIMIC &Y 25,000/ L T
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FREHEMROEHBROAFE IHREDONIND TRREIEGMOBULDEAZBIC OV TDTF—IZRLTVET,

43



https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/iyakuhin/topics/tp061122-1.html

9 EERBREINLY AT (IRFEELIN)

9-1 MRS : BMERRAME . IFPERRAME. Y ¥ INERRAME
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- TN ICMRRBFZ1TV). BEOIRBZTHICHRBLTLILES L,
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YFPERIRISME. n (%) 34 (14.0) 30 (12.4) 72 (48.0) 63 (42.0)

DREAMM-7 8 (MedDRA ver. 26.0). DREAMM-858 (MedDRA ver. 26.1) @ Grade [3@st&ie ©(C CTCAE ver. 5.0 [CEDEHE
DREAMM-7 &K O DREAMM-8 B ZNZNDREMFITNREME, SV LMESN. HEEDSOVITNHDBREZ 1O LS INE2TD
BELER

F) AKX TF. DREAMM-7 58K U DREAMM-8 B DO2AERM TR L2 TOBEBRENRE U, AR KLU /KBS EBERIADEE) LNILTD
REHBRUSHROAFFE L EHBHOV TN THRIREIGH 10 %LU EOBEABICOVNTDT—IZRLTVET,
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https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/iyakuhin/topics/tp061122-1.html

9 EERBREINLY AT (IRFEELIN)

02 mRE mREOWKR
- BRES S UBEREOSBRAIURR (& Grade) [, DREAMM-7HERT 17061 (70.2%) . DREAMM-8 BT 12361

® DREAMM-7 i#88. DREAMM-8EHERICH WV THIN., LBERER, FRIEEFER, —1—FEYRAF R « 1 OXNF bR, (82.0%) TULT=,
BIMTE, ¥4 b XAOD A VR BREOBAEOHENED SNF UL, RO &L B SN BELGEEERE LT - Grade 3L EDRRENHHEES < . DREAMM-7558T 28 (11.6%) . DREAMM-SHERT 268 (17.3%) TUT.
AP BEINTS Y, FEEICE>LEEBRE LT, fizk. COVID-19 MRS FROEMEMDRBL) . Bl - DREAMM-7 B8 T 1. Grade 31 EQEERES LT, Figt. COVID-19IZRWT. COVID-19 Mkt 861 (3.3%) . FRES
ESNHSTINTLET, RN 445 (17%) « BRILAEDS 36 (1.2%) TUTzo

© FEORBETHERL . RREDORRENBD SNLBSE . WA (FR) 2EF(C. FROAE R - PLLEP. - DREAMM-8HER T4, Grade 3LLEDBRYEE LT, filik. COVID-19 fiik, COVID-19. RISBHRITRN T, FEXR.
AEMROBSSORIBLEZT > TS, _ _ BERY. = 1—EYRF R - A ORF Bk, SERRDZNEN 3 (2.0%) TU,

088, IFAZTOA FRSEZITNIRFE. BEACLATRANBBRBROBEERLPTNS, B> AEER TRIBAN B <. DREAMM-75BT 7 (2.9%). DREAMM-8SERT 261 (1.3%) TU T,
HRAERIONEBEEET BUBNSY T,

BREUEDORRAR (FHBROVTNH DBBMBTRRISHN 10%LLLE. B2 UMBFIREE)

 BRRREDTERE - BHULICK Y . ZENENDBRRERZELE T,

CoEmHE =0 e e 220 peer
COVID-19 58(24.0) 14 (5.8) 56 (37.3) 10 (6.7)
- BAE (HNERREESE) ORBE UL EELAHS5hN3 T ENGZDT. FFUESICET>TZ1—EVRFX - g 15198 . 006 e
A ORF L EOBEDEEERRLTLI RN, i : : :
- KRR SHICE B EITL, ARSI RAEORESELICHEE LTI RE L, Ak 44 (18.2) 28 (11.6) 36 (24.0) 26 (17.3)
- BEOREETHHEL. BAENEYD SNIHESE. AROhIFEDBRLBEEHEL T RE, FRESRNR - - 23(15.3) 6 (4.0)
COVID-19 fhisk - - 18 (12.0) 16 (10.7)

DREAMM-7 & (MedDRA ver. 26.0). DREAMM-85t8 (MedDRA ver. 26.1) @ Grade (&M@t & ©(C CTCAE ver. 5.0 [CEDEHE

s S = . . . — N DREAMM-7 i &K U DREAMM-8 B Z N ZNOREMTHRERF, SV AMESN, HAEDSDICVINHLDBREZ 1O LRSS NE2TD
- BEMEN S SNBSS, FRIOKE, HERUPILEEFSZ(CUBRMEEIT>TIEEL, N, B

« FRIDRSHEICH > TF. FFRESDURT « RXT 1w hE+RICEEB U LTHERL T ZE W,

E) AKTld. DREAMM-7 5B K% U DREAMM-8 B DEHEM THIR U2 TOEEBRZNRE U, BRPES KUFERIE FERIADIE) LNV TORER
BB OUEHBROAFBF N EHBHOVITNH TRRIEN 10 %LU LOEAEICODVNTDT—IZRLTVET,

Z Ot DEHERICH T SFFIDAKE. RERUhILERE

mns FETICE > RERE (REMBIAMNRER)
EEE —
(CTCAE ver. 5.0) ——
2.5mg/kg 1.9mg/kg AT
Grade 1A NICOET 2 & CTHRE
BE BE 2R, n (%) 19 (7.9) 4(17) 11(73) 2(13)
Grade 3 A/ A4
( HEL. B5EH ) ( 155 FE8 ) ik 7(2.9) 4017) 2(13) 1(07)
19mg/kg KESORE COVID-19 i 2(0.8) 0 5(3.3) 0
COVID-19 3(1.2) 0 2(1.3) 0
thit = Z &
| B 3(1.2) 0 0 0
K5I 555  Grade 1LITICOET 2 & THRE BMEEY 3 v 2(0.8) 0 1(07) 0
Grade 4 o | =i 03 YA LR 1(0.4) 0 - -
(@=L msEm ) C 1% 5788 ) R 1(0.4) 0 - -
1.9mg/kg RERIDHE [ER 1(0.4) 0 - -
AU R BRI - — 1(0.7) 1(07)

DREAMM-7 ik (MedDRA ver. 26.0). DREAMM-8&t8 (MedDRA ver. 26.1) @ Grade [dm@stik & ©(C CTCAE ver. 5.0 [CEDEHE
[ERIEDBHEESD Y | & ZOBSERIEBEE (2 TDER) [CKJSIETRISNOEMN 52 EEESNIHBERUDENFHADBEZST,



10 ERLGEENVYRT

10-1 Infusion reaction

® DREAMM-7: 8% DREAMM-8&#E%IC & LY TInfusion reaction Z#= & Infusion related reaction (IRR)
DEIFHBHOSNFE LI,

O EZDREZTSEHREL. IRROFRIBEHRDH SNBSS E. FLEESE(C. AR DRSS - #5hIEEEERE
ULTLREEL (48, 49 R—I [xiE] B8R) -

O 8. FEFERTOI'S LTI, AREEELMNERNICEL) & BT UG VLBRY . AFBIRSHIC IRR BHHEOFIRS
FFREEULF UT

CEmER”

* DREAMM-7 588 MU' DREAMM-8 B2 Tld. IRRZEEINEFESERE UTHHIET 5 T & & L. BBRBEERD eCRF
[CTHEUAEEIC, GSKHALE 1 —THELASEZEDETHVLE L,

* GSK#HALE1—Tl. FFEICKHETIEETERDS 5. BER 24FEUAICRKERUI-BD. hDEREDR SR/
IR, BEPIEICERBDZIRREVTHELE Ui,

Infusion reaction DXL IR EFEIK"

FEF IR O RE SFEIESHE L, TBRE. K

B2 E IPIREEE. IRIRFE. /B
IDMEZR SEAR. EIME

RZfE AL, T DFEEAE. B, MEFE. &2
=1 ZD. [BIE. T

ZDfth BE

* Infusion reaction B"# SNIBEIF. FEIDAKRE, FERUPIEEEZSE(CHEBLEET > TS,
- —HRHIIC. PRAEEE UTHE RIS VE, AF70O4 R, BAZIZEHERINTVET Y,

<sE>

DREAMM-7 &KX U DREAMM-8EER T (&, AFIDYOIRSHXFZDERDIZRSHCIRROERLNHSNIEDH D
BECFIHREZIRFI LTV LT,

1) Barroso A, et al. ESMO Open. 2024; 9(3): 102922.
48

Infusion reaction [CH T 3FRIDAKRE., BERUPILESE

EEE

0
(CTCAE ver. 5.0) Al

RS

§ T E
Grade 1L FICEE

RS5HEH

ERRREOF LU T OR5ERE
- BEERERNOROLEDRSE | PHEDRSZZERITZL

Grade 2

RSl

| EDBIE
Grade 1L FICEE
Grade 3 l

RSB

- EEREIREED 1/4 ~ 1/8 DIR5EE
- RS BERHE  PHEORSZERTDIE
- REILEDRSE | PHEZRS

Grade 4 g5k

* Infusion reaction h"FIRJ B OIREED H DBETIE. RSHBROFRREVNE=IVU VT BHER. Infusion reaction
EZDEEEDBEREERHE, <5 ICREREENNETT ;BADLE 1 - TIIEIESEZDT—27 J7O0—MRIETN
TVLWETOTEEISRI TV,

1) Barroso A, et al. ESMO Open. 2024; 9(3): 102922.
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10 ERRBEENYRT
| Infusion reaction OME (MR MR)

« IRR*'DFIRIRR (£ Grade) [&. DREAMM-7RERT 5/242 61 (2%) . DREAMM-85#8R T 11/150 61 (7%) TUTzo
+ DREAMM-7 B8R T Grade 10" 26l (<1%). Grade 2h'36l (1%) . Grade 3I3RBHSNF LA TL .

- DREAMM-88R T Grade 15261 (1%) . Grade 20761 (5%) . Grade 3h' 26l (1%) TUTz,

- DREAMM-7 8. DREAMM-8ERICH T, IRRDEEFIFRHSNEBATLUT.

- hFICE 512 IRR &, DREAMM-7 382 T3R8 5N 9. DREAMM-8HERT16IT L.

« IRRDEEE*>3F. DREAMM-7HERTld 3/561 (60%) . DREAMM-8SRER Tl 9/1161 (82%) TU T,

<8E>FHBAIRSICHT S IRR AR

- DREAMM-3EERICH T3 IRR* DRIBRRIEUTDEBYUTY .
OIRR OHEIFIKR (&2 Grade) 13961 (18.0%) T. Grade 3L EIF36I (1.4%) TUT,
OIRRDEERIIF 66 (2.8%) TUT=,
OBERZEDIZSHRFICES>TZIRRIZ 461 (1.8%) TUT=.

DREAMM-75{8 (MedDRA ver. 26.0). DREAMM-8&8 (MedDRA ver. 26.1). DREAMM-358 (MedDRA ver. 25.0) @ Grade [& CTCAE ver. 5.0
[CEDEHE

DREAMM-7:t8k. DREAMM-8i8. DREAMM-3EEZNZNDLZLMETRRER S, 5V LMESN. HFAEDSHILITNH DBREZ 1B RS
SNEETDBREEER

%1 DREAMM-7:#58N U DREAMM-8 B Tl JBBMEFEMN eCRF [CTHE UICAZEIC, GSKHAL E 1 —CHE LIcABZGHE THLZ, GSK
ML E21—TIF AEICZETIEETERDOE. 5% 24BELAICER UIcbD, D DBEREDRS TR /ER, H5PIEICEDHDZIRRELT
BEULZ. DREAMM-3ERTld eCRF ICTHRE UIZAEEIC. GSKHARL E1—CRHELABZEhE TR

%2 REBEOHBOBEIS. BN >ROE>FR>OE U BEES ) >OETH Y. REOEFZ10/71D Y b Ul

%3 DREAMM-8EERD 2 filldF. GSKHN L E 1 —([CK > TRHESNZIRR TH Y BR (R¥E) X(ETF—5 Ay bF TRRTROE (RD) TH o1,

* L BERSEAENOHEENTIN, FRBEDHIBH L TVNE T REIDERCHI > CRIRARSNCRER VAR Z CHRIES L,

DREAMM-35E8 : 2 LI X VL LORGEREZE I 2 BHENIFH DL R EBEERE 3256205 & LT, A4 (2.5mg/kg Z 38
BICRANRS) EMTU RS RRUTFTAI VU HBAREEE OFNERUREEZHERFN T 2. 59 MIFFERERLEES T8E%

6. iENUHE

RILFYIITREFFURAIVIHBIRS @R BACERNSYITT IR RFY BLFHERR) & LT, 2.5mg/kgZE 30951 E
MITI3BEERCRERLT 5. Bd. FEDREICKBERET 5.

RYU RS RRUFFYXIVVHAERS BE. RAICRBRSYITT TRRFY BLFHEHRR) & UT, 90 2.5mg/kg. 208
[&1.9mg/kg Z 30 3 UENT T 4 BEREECREFFLIT Do bd. BEDREICK EERET D,

T—L Ly TEBFRY 2026 %10 ALkET (5 3hR)

50

10-2 HILERES

©® DREAMM-7 8%, DREAMM-8EHBRICHWNT. THI. {Ehd. BDEDHLERBORRENERH S5SNE UL,

© DREAMM-7 HERICBWV T, FEI & DARBFNBETERVELICE > IHHLERE (BRIBMRE™") 161
®EINF LI

O BEDIREZ+HHE L. Grade 3ULDBELEREZORIENEEH SNIZSF. 20 X—J [ZOftiDEIERIC
T BFBIDAE, FHERUPLIEE]| ZSE(C. FRIDKRE - @8 - PLEFZEBULTLIEEL,

HIEEREEZEDEERERINR (B Grade) [&. DREAMM-7#ER T 15461 (63.6%) . DREAMM-8EERT 751 (50.0%)
TUT

* Grade 3 EDEEEREEIE. DREAMM-78ERT 3241 (13.2%) . DREAMM-8EERT 164l (10.7%) TUT=,

* ECICE S HIEEREZEGR. DREAMM-7EERT 361 (1.2%) . DREAMM-8EHERC 16l (0.7%) TU T,

HEERE" ORBEKR (FHROVTNHOEEPNTRINISH 10% U L. RSEBITHRED)

FBR. n (%) 154 (63.6) 32(13.2) 75 (50.0) 16 (10.7)
THI 78(32.2) 9(3.7) 35(23.3) 2(1.3)
fha 46 (19.0) 2(0.8) 23(15.3) 2(1.3)
i 39 (16.1) 2(0.8) 18 (12.0) 1(0.7)

DREAMM-7 & (MedDRA ver. 26.0). DREAMM-858 (MedDRA ver. 26.1) @ Grade [&@st8 & ©(C CTCAE ver. 5.0 [CEDEHE
DREAMM-7 # &K U DREAMM-8 B Z N ZNOREMTHRERF. SV AMESN, HAEDSDICVINHDBREZ 1O RSS2 TD
BELER

7F) A"EKTlE. DREAMM-7:8 N U DREAMM-8 HBOEAEM TRIELC2 TOEESERZNRE U, BBEES (BERIADEE) UL TOERHHL D
SHBROAFF N EHBHEOVINH TREIEGH10% U LDEFFEICOVTDT—IZRLTNET,

#*1: MedDRAEAFE
%2 MedDRA DBEBREISIC BT 2EBERIADHE (BIFES)

10-3 Hm

©® DREAMM-7 i#8&. DREAMM-8HERICHVTHIT* ' h'ERHSNF LT,

© DREAMM-7 HER CIEAH £ DEREFRHEE T EBUVIELCICE > o EETFHI™ %) MMFIESSTnFE L.

O BEDREZTIERL. Grade 3L LDHMOFRNERD SNIFE(E. 20 X—T [ZDthDEIERICHT 2 4H]
DIFRE, HERUDIEEE| Z8E(C, FRIDOKE - HE - PUEFEEBLTILEEL,

- BIMDEERFEIRIKR (£ Grade) (. DREAMM-7 BT 4361/24241 (17.8%) . DREAMM-85£E&T 29 61 /150 #1
(19.3%) TUT=

+ Grade 3L EDHIMMIF. DREAMM-7HE&T 961/242 61 (3.7%) . DREAMM-8EHERT 2 1/150 61 (1.3%) T LTz

« FELICE S f=Hi(E. DREAMM-7HERT 361/242 61 (1.2%) SES N, AEBRASRLI. SEHm. BEETHmT U2
DREAMM-8HEETIFBHSNEEBATUL.

¥ 1 MedDRARRAERRSRI | WM EME BRREMREZR) (SMQ) (ki)
%2 MedDRAEZREE
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10 ERLGHEENVYRT

10-4 MEM4MmES

® DREAMM-7 &#8&. DREAMM-8ERICH L\ CRIBEMIEE " HRHSNFE LT,

O EENRDSNIZSICIR, FEDESZDIEL, KEBICIHU T, BECT. MEY—H—FDREBEZXMEIT 5 &
EHIC, BYIBMEBEZET> TSRS,
« Grade 3L EDRBEHMEREICHVTIE. AFDZSERIELTLREE L,
+ Grade 1X(3 Grade 2 DEEMEREICEAULTIE, URT - RXT4 v MNSYRAZETRICEBEUR LT, FE|

DERSEHISZHEULTLIZEEL,

O EEEHIEDEIE. CTCAE ver. 5.0 DR 28R LT IEEL,

O FH EDERBEFRIFEILTLFE B AN, BADRIEIRTTEICH WV THEMMESZFRIE USETICE > IEFIH
H 31z, RETHDHH IR (1%, FIREE#SE) ORREXEELHHFSNIEESIE. BEMHREDTEEED
ZEULTLLESL,

- AEMHREDEEREFIN (2 Grade) (. DREAMM-75E8T 261/242 61 (0.8%) . DREAMM-8 EHE&T 141 /150
#l (0.7%) TUT. BESEREIFEFNETNREE MRS, MEATULR 2,

» Grade 3 EOEE MRS IX. DREAMM-85KERT 161/150 41 (0.7%) TLTc. DREAMM-7HERTIFERHSNFEA
TUTe,

* ECICE > B MERE I DREAMM-7 358, DREAMM-8iBR TR SNFBATU,

#*1: MedDRARERZRR | BEMMESR (SMQ) (5uF)
%21 MedDRAEAES

- BEMMREN B SNIHEEE. FEOKRE. BENUDPIEBEZSE(CHEBUEZT > TIEE L,

MEEMERICH T 5FFDARE. RERUIEERE

10-5 TR B HES

SEE
(CTCAE ver. 5.0) niE

Grade 3L g5k

x  BAEEHIEDK(F. CTCAE ver. 5.0 DRl 2SR UL T EE L,

- BEFBEDOD T IY A MIBEIN TV I EEFUERKRBRINIGY = 2 7 )0 [RIEMHEHN iR, fapE. e
ZEEIBREE L,
(https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/kenkou_iryou/iyakuhin/topics/tp061122-1.html.
7OEAER 1 2026F9AR)

1) B EE BEEIFRARDAIINY = 2 77)L BEMMA (k. k. FREE) FRI8ENRE (B84 2 AttE)
52

©® DREAMM-7 5882 DREAMM-8SERIC SV TRER. BLBEEO _REBHES RS NH L.

c TREBMEBOEERERN (2 Grade) 1. DREAMM-7EER T1161/242 61 (4.5%) . DREAMM-8E{E& T 6/

15061 (4.0%) TUT=,

* Grade 3 DR MEEMEEF. DREAMM-75ERT6H1/242 61 (2.5%) . DREAMM-8515&T 3411/150 1 (2.0%)
TUT,

cFRTICES>ETRMEEMRESIE. DREAMM-8EERT 161/15041 (0.7%) TUTz. DREAMM-75ERCIFRHOSNFEA
TUT

% | MedDRARERZT | BHHES (SMQ)

TREBMES S UCRESNICBEEROMedDRAERFEFUTO LS TY,

EEMRE. PRRILEE. Biae. eRBiRE. BElRE. BHReE. BROBIEEY. FEMREEHE. KEE. KEAMEIRE. BT LREE.
DERTLEE. M—T k. BRRE. EREnEZ M DHSE. B EREHES
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Q&A

Q1: FH. BEIRICEEZREFIDTIN?

A1 [FHIIC KB EREEDHFF]
FHICLBRESORFEFATIN, ADCOA 79—y NEHICERYT DAREMNEZ SNTLFET ",
FAEIL. AR EEMRBAICIRVATN., PIRc—YRZFET D EICK) . RRRBAERE P/ \ERELE
LEOABEESISRIITTREENBUFET ",
AE EEBREORSRAOBHCHE T, 7R NV MlREEHTZEZ 5N TVET Y,
FHECLDBWERDERE LT, EITHFADEIL. RSA 7+, BESENRESNTLET Y,

(AR ERZRsDBEERES]

—RIC, AELRMEEEYT— A —N\N—T B, BEEE -BET HEEELTVLDESNTVET Y,
AFE 5D, EEEOREICGEEL. RENREHOSNIESR. A - FE - P T3REBYBUBETS &
(T, BRRIEIC L BEHBEKIEL T L (24 R—3 [3li%] BR) .

Q2 : FAIIC KL BBEHD - BHEE. RICEDSLSBRELER B IALEENSVEITN ?

A2 FEIDTSICEKY . RESNFMREREULCIEPRESNTVET,
IREMRE TRH SNZAB EEOELICE. AL EHSBSEHEDRBVEENBUFT,

DREAMM-7 8% (BelaVd 2 242 fl) e

- ARNERSSNEREICHIT D ERRES (£ Crade) (&, BHR16041 (661%). RS+ 774 12341 (50.8%) . =7
11481 (471%) . IRDOEHRI106 41l (43.8%) . ERRIE 10361 (42.6%) . BRFE 776 (31.8%) T LT,

- BIEER (KVARYT —)U, GREEETE) & U CARIRERR (£ Grade) 1'20841 (86%) . REBIERS
DZEA{L (£ Grade) 121661 (89%) TIRHSNFE LT,

DREAMM-8#82 2 (BelaPd & 150 fi)
 AE RS SAUEECH T BEBEIEE (2 Grade) (3. BRNIBI (793%). RS+ 7+ 9161 (607%).
ERORWE 161 (60.7%) . ERAIHT75 61 (50.0%) . B 66 ] (44.0%) . B4 %] (327%) T LT,
 BEER (KVA RS —)b. BREKEETE) & LTRBRERS (& Grade) 1304 (87%) . BRSHBIESH
DZHL (& Grade) D137 61 (91%) TRHSNE Lic,
F) REZEERERIADFED [REZ] (LA, FEBIRTROBESERE UTEAREDI72EDER QI R—I [RICET LMD #88R) &5t
LIeF—9%RULTWVWET,
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Q3 : [ROBREEZBICEET SERARGBRDOBABEZHATLIIEE L,

A3 : DREAMM-7 8 >° RU'DREAMM-8 8 >" TlF. AELREE BEORRAREZRL) 2657355
[FERSIENE LT,
7635 DREAMM-7 88K U DREAMM-8 HBRICHH AN SNILBEICS L TRD SNIROBRKRENDN S5 5.
10% U EICRBH SNIRBIUTOEBY T,

DREAMM-782%° (BelaVd & 242 )

- BEE : 10141 (42%)

BRAEECEARUIBD S IEBREDARE | 33461 (14%)
- RSA74 1316 (13%)

DREAMM-8 5% %'” (BelaPd & 150 i)

- BRE 1 9661 (64%)

- BRABECGH UL > TeEBEDBRIE : 2341 (15%)
- RSAT7A 2481 (16%)

AEDEFAXIONCAE FERESZEHUCVRBECOVTIRBEL TS UFIDT, MITEFANDHEB CIHRESBELLET,

0. BEDNERZHAI HEBEEICHT R (ki)

9.1 BIHE - BiEEEFDH 3 EE

911 AR LIRS (BEORIRBREZIRS) ZEH LTV EE

REZSORBENFERY RINEEDHBTNNLH D, B8, BARIRICSNT, BEEBSEHRASN 1.2, 81 11.1135]

T—L YLy TEFRN 2026 F10 BHET (B3R

Q4 : ERFRGSRIFDAHIC & S ARERDOFEIRIGHIT L OETI M ?

A4 : DREAMM-7 88K U DREAMM-8HBRICH T D ARER (KVAR T — )b, ARIKIEE T, TEMERIR
&) OYIOFIRF TOHEIF. LTFTOEBYUTLUT.
WIFNOHRICBVTH, AESERICHULTRAREE (KE. #E) CLIBEETVLELRE>Y,

DREAMM-78 2 (BelaVd & 242 )
- Grade 2 D ABREFREOYVOFEIRE COHR (PRE) [$44.08 (IQR : 40.0-88.0) TUTz,
- Grade 2 tOSBEBERADOZEOIOFEEE COH/M (hiR{E) [F52.58 (IQR : 42.0-81.0) TUT,

DREAMM-8:#88® (BelaPd & 150 fl)
- Grade 2l LD ABEREFREOYIOHRIRTE TOHRB (hR1E) (46.58 (IQR : 28.0-84.5) TULT.
- Grade 2 FOBEBEBEREAOZEOYEFREREE COY (hifE) (F58.58 (IQR : 52.5-113.0) TUT,
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Q&A

Q5 : EFRMEBRIIOAAFICLIARERIE. EOKSVLDOHBFEETLEN?

A5 : DREAMM-7 i8N U DREAMM-8HERIC BT D ARER (KVAR T — )b, BRIKFE . Z2MEMTIR
&H) oYEFEREH, SOEX TOHEF. L TFTDOEBY TUR,

DREAMM-7 82 (BelaVd & 242 )

- Grade 2 FOEESEFREDIEFREH SEHEE COHIR (@) [F95.58 (IQR: 60.0-234.0) TU.

- Grade 2L FOBEBERADOELOIEREN SOEZ COHB (hRE) F51.08 (IQR : 22.0-
99.0) TUJ,

DREAMM-8:#82® (BelaPd & 150 fl)

- Grade 2 Ul FOABEEFREOYILOFRIEN SOEFE CORR (dR1E) ($92.0H (IQR : 55.5-169.5) TU.

- Grade 2 FOEEBEERNOZLOYOFERIENSOEZT COHBE (FRE) (5708 (IQR : 29.0-
87.0) TUTJ=,

Q6 : RIEER}. FRIICL D ERERZII2TOEETHRRELIITN?

A6 : DREAMM-7 &8 & U DREAMM-8 HERICH T BIREZD RTINS BILUTDES W TUT,

DREAMM-7 8% (BelaVd & 242 fl)
- IRIEE(E81.0% (196/242 fl) THRHHSNFE LT,

DREAMM-8:#8® (BelaPd & 150 fl)
- BBREZ(390.7% (136/150 ) TRH SN E LTz,

3 RESEEERIADED [RES] [CIA. ZEINEREDESERE UTEFEDT72EDER QIX—V [RICHT 2225l 220 Z&5t
LIeTF—9ZRLTVET,

Q7 : FHCELDHBEP. AVIT LI RARBERTEEITN?

A7 : FEIDOBSHD (KEBPHDEZE) FIVIT RL Y XDEBERITHLSIBEEBBELTI TV,
DREAMM-7:#8%? &' DREAMM-8518%°> Tl AFWIERSEH SHEHRZSCaEETEHFTIVITI b
LY ADEENELEEINTOE LT
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Q8 : FHIIC &L BaED. REEICOVWTHREEFTERITHILRHVETIN?
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- @E%. 2.5mg/kg DS, 1ERESHE U TERT 3. 1.9mg/kg DESRIETO 1061 (7%) 1.
S Grade 2 T g e IRERER AT A DT Z IR LT COFNDOEREOBLLCE> LEEERIE. 2201 (15%) I8 5N % Ul [ 201 (1%) . SRAET 261
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/R RANE 67 (28) IR RIAME 21(14) M/ ARRAME 85 (35) B 55 (37)
RASMRE = 21— 0/ F— 33(14) SFCERERA 15 (10) B 80 (33) COVID-19 42 (28)
BiR 27 (1) ioda] 1(7) COVID-19 37 (15) IFCERRAME 35 (23)
A= 2 —0/$F— 24 (10) HHET 1(7) RSA 74 33 (14) RSA 74 32 (21
/) ARSI 22(9) TBRAE 9(6) £ 33 (14) HHET 26 (17)
B 12 (5) MR 6 (4) BRI 32(13) HEELY 25 (17)
EH=21—0/F— 9(4) /) ARE AN 6(4) DR 30 (12) ik 25 (17)
ksl 8 (3) e 5 (3) /) ARE A 28(12) R0 24 (16)
R 8 (3) iR 5(3) R 27 (11) 28 22 (15)
bl 73 A= 2 — 0/ S F— 4(3) SRR = 1 —0/$F— 25 (10) e 20 (13)
RSA 74 6(2) B|IVE 4 (3) BRSE 25 (10) AR 19 (13)
BR 5(2) SR 2R 4(3) Ak 24 (10) S CERETRIAN 15 (10)
5(2) SHE(L 4(3) T 20 (8) RhEE 15 (10)
BinE 4(2) SBIERE 3(2) RABE 17.(7) COVID-19 ik 14 (9)
AR 4(2) Bk 3(2) FeBh 16 (7) s I Ry)\EEh 14.(9)
BT 4(2) B8 3(2) SEIR 16 (7) S 12(8)
BN 4(2) TR 2 (1) S OERRIAME 15 (6) /) ARELRIAN 10 (7)
RRE 4(2) T 2 (1) FASME = 21— 0/ SF— 13 (5) ERAEN 10 (7)
hEEA 4(2) SH=1—0/F— 1(<1) EIPE 13 (5) /) ARRANE 8 (5)
T 2(<1) ALT 810 9(4) 5 8 (5)
RIS 8(3) IE 8 (5)
COVID-19 Fizk 7(3) SEIR 8 (5)
Y -GT#10 7(3) =11 7 (5)
EOR 7(3) SBIERE (5)
WAET 7(3) LN (5)
B 4(2) T 6 (4)
ek 1(<1) HIVE 6 (4)
AT: PS=V7PS/RSYATTS5—F REMEZ 2 —0O/VF — 3(2)

YGT Y-FWIZI RS VRTTS—F




ERREERALR (DREAMM-7 5i8%. DREAMM-8 &iER)

BAEABEORZEIRH

<FCESHESEHR>

HREQOPIEICE>HEER
(BFHBROVTNH DEBRETHRIRISH 1%L L. 2HEEH. R2EBHHRED)

DREAMM-7 5% (BF AKX K — HRE 24 it BelaVd &A= 5213 1o E&E 10 61)

DREAMM-7 it5%

DREAMM-8 &%

+ 21061 (100%) ICEESERM'ERH SN, Grade 3L ERE1061 (100%) TUT,
* EBEFBRE. MVIVREAME 76 (70%) . IROEMRT7H1 (70%) . 742761 (70%) TUT.

paa— pa—— - EEREEERIE. 760 (70%) [CROSNE UK [AREFRS Y ESNEEEREEER © iR, FHNIREH
A BelaVd & (n=242) HASE BelaPd &t (n=150) B H=Z 161 (10%) 1
2R, n (%) 75 (31) 2BR. n (%) 22 (15) s HICE - EESERIE. THRI6I (10%) TLT.
AR =2 — 0T — 13 5) 5 21 - BESRICK BT}, BHSNFHATUI.
A 9 (4) HET 2(1)
£H—1—0)F— 7 (3) AEE 2(1) DREAMM-8:i5% (EBA AKE 216Ith BelaPd EEZ == I =B E 10 6)
TR 1 — 0O/ S F— 6(2) R 2(1) - 21061 (100%) [CE=BHHRH 5N, Grade 3 ERL106] (100%) TUT.
/) RRME 5(2) - EREEERIE. BEOF (90%). ALTHENM6HI (60%) . {856l (50%) TULT.
e 52 . BELAEERE. 56 (50%) CRHSNE LK [REEFSY N BEELEEESR —1—FEYAFR -
COVID-19 3 A ORF AR (F—IR— RO v FRICERBERMRICES) 161 (10%) . R OEGRE 161 (10%) 1.
COVID-19 Btk 2(<) e § = s )
- IECE> R EESRIE. EILHRSER16] 10%) TUR.

BumE 2(<1)

- BESBRICEIDECR. BREBERODN ARTEILH RS RBFIC K ZBUMEEH'E 160 10%) TUR .

X REERHRODAICKWIET UIEE(E, T (PD) ICKWIBBRERIIRSD S 30 HEBA TLRICTETICE T,
BUMAEIC KW IET LIcBE . FIORE5DIBRICEIVARSRRICKDHINE CHELENSDRRELEZEZSNDB) ZREL. RIE2HEIC
BT UTe. iBREAREMOSHE Cl. JBRER SHIL D FRZFAEL CTH Y, BINEE FRIFEENH2 EER SNc. AEE(E, B THD
CEITNA. BREEBONIABMETCEY I URF Y, RFEYIVEY Y, YTORAT 7 2 RESVIERREACIDBREZZ T TV L
h SERANEMREED R E . IBERRNDI X —JHH o lc EEZ SN, BREEELMIC K JIBRELS DRRERIFRV EHIRTE NI,

DREAMM-7 8 (MedDRA ver. 26.1) . DREAMM-8 8 (MedDRA ver. 27.0) ® Grade (Fizt§& & BI1C CTCAE ver. 5.0 [CEDEHE
DREAMM-7 i 8& X% U DREAMM-8 SHERZ NZN DL 2 MMITHREF. SV LAMESN. HAZEESHEVLITNHDBEEEZ 1QU LRSI NEE2TOD

%%tE%
ALT : P2ZU7P= /SR TTo5—F

HEEROFHIIKR (BelaVd 8. BelaPd &)
FREEERORFIRR (FHBOVWTNHL DEEBRTRIRAEHN 20% 1 L. REHFBITIRER)
DREAMM-7 &5 (HAE AKX KR — MERD)

BEER. BEXE BeIanE¥ (n=10) BEER. EXRE BelaVd & (n=10)

2ER. n (%) 0 (100) FRER 3(30)
M/ WA 7 (70) ARAE 2 (20)
e 7 (70) FH 2 (20)
BE 7 (70) RREERE = 1 —0/SF— 2(20)
TH 6 (60) BN 2 (20)
BAHE 4 (40) COVID-19 2 (20)
BRR 4 (40) 5 2 (20)
=0 4 (40) SME 2 (20)
iR 4 (40) U~ ) CERRIAME 2 (20)
SR 4 (40) BB 2 (20)
V) ARECE 3(30) fAREL M 2 (20)
& fel 3(30) PRESRRAR 2(20)
&k 3(30) FIENIE 1(10)
SERTEBATATHE 3(30) A= 2 —0/NF— 1(10)
RSA 74 3 (30) B IMERECEA 1(10)
BRRE 3(30) &l 1(10)
FTRERE 3(30) #153 1(10)
e 3 (30) Ky 207UV IiE 1(10)
meh | DH 0 3(30) EAU D LMAE 1310)
BYIRR 3 (30) SFCRBREIAME 1(10)

68 LDH : FLERBKREESR 69




ERFRELERAE (DREAMM-7 &%, DREAMM-8 it5%)
WESRORWAR (BelaVdB. BelaPa®) HEFRICSSAEZE BelaVdM.BelaPa®)

ERAEFRORBAR (FHBOVTNH DERBTRRISN 20% L. BEHEFTIRED) <RECE-I-HEER>
N BRBORBICEI-HAEERORBERR (RS R REH)
DREAMM-8&5% (RHFAKH)

T mEsmEEE | bopdwGe0 | | RERAESE | oord®0e0 DREAMM.7HI (B AISA 35— H ) DREAMM-85 (ZEFARED)
£¥8.n (0 10 100) At 2020  mESmEsE | Boov#(0) AESREE | BewrdBO-0)
AR 9 (90) = 2 (20) 2ER. n (%) 9 (90) £ER. n (%) 6 (60)
ALT #10 6 (60) & 2 (20) /) AR AME 4 (40) M)\ HRERA 2 (20)
(BT 5(50) FENIEDHFTN 2 (20) Bk 2 (20) SRR IRBURI A 1(10)
AST 210 4 (40) RERR 2 (20) /) \ARETR A 2 (20) BHAE 1(10)
T 4 (40) RSAT7A 2 (20) T 2 (20) EFaths 1(10)
IRDEYR 4 (40) RS 2 (20) KM 2—0/5F— 1(10) BIUEE 1(10)
SFChERER A 3(30) ARRIE 2(20) RNERAE 1(10) HERIR 1(10)
[0/ iR A 3(30) T-GT &0 2 (20) A= 1(10) RRE TR 1(10)
[0/ AR REAME 3(30) IR 2 (20) BIUEE 1(10) /) AR AME 1(10)
BHAE 3(30) 20t 2 (20) Ex 1(10)
B 3(30) BmEREuR A 1(10) A7 04 R¥ERR 1(10)
E272 3(30) REMERRE 1(10)
mar ALP &40 3(30) KEAE 1(10) <HEBICE-EEZESH>
ErgDIu i 2150 U TS 1o HREONEICE > LEEERORTNE (ZLMBITIRED)
ALP: ZILAUKR T 79—
ALT: PSZYFP=/RSYRTIS—E DREAMM-7:t5% (AEAMLKX I R— NER) DREAMM-8ii5k (EBAXAKH)
AST : PRINSFUB7P= /SR 75—
P GT: 7 SIS YRI5 —D _ EEBR EAE | BelaVd®(=10) = AEEREFE |  BelaPd®(n=10)
£ER. n (%) 9 (90) 28R, n (%) 7 (70)
Grade 3Lk (BKGrade) DELGEEERORRIAR [/ KR ANRE 4 (40) R 4 (40)
(EHROVTNOOABYTHESRORROIEN 2 FILL b, RLUBFHRED) = 360 T > 00)
DREAMM.-7 58 (BF A% 3%~ hEE) DREAMM-8Hi5 (2EFA%E) covID19 2120 R 2129
[0/ AR ETRE A 2 (20) Ei2 2 (20)
_ BEBREFE | BelaVd®(=10) = HEBREFE | BelaPd®(n=10) = > 00) R T00)
£ER. n (%) 10 (100) 2ER. n (%) 10 (100) proen 2(20) ALT 2110 1010)
ViR E 770) TR 3(30) an 560 o 100
T 3(30) )RR 3(30) = o) T 000
/) AR 3(30) [0/ MR AME 3(30) 1% CPK 1] 100) o8 1(10)
COVID-19 2 (20) & 2 (20) e 100) ASTED 100)
U > ) NBRRAME 2 (20) B8 2 (20) e 100) Mich ALP 71 1010)
ﬁ(ﬂ%@% 2 (20) EI[EI]BY%SZ/@’)\ 1 (10) E?@ 1 (10) [mqj LDHiEDD 1 (10)
&m 1(10) 57) EROBRKICNR T, EILARSER (Grade 5) 14i54 B 110) s 100)
e 100) PR E 1010) e 1010)
ﬁtlﬂﬂi%li)ﬁ@‘ 1(10) YA NXBODA IR 1010)
FE 1(10) ARASHERR R
BRI MR 1010) FERRMES TP R—U R 1(10)
LRuERkR 1(10) BRR 1(10)
REER 1(10) PER 100
BRI MO F ) 1010) — I EIATA ¢ 1010)
75 1010) AN
CPK: JUFPFZURARFF—E, ALP: ZIVAUKRR T 79—, il 100)
ALT: 75272/ hIVRTo5—1, R mAE 1 (10)
AST : PRINSRVEEFS / FSVRTT5—t, LDH : AEERKRES L IR 1(10)

F) T—90vI% Z1—EYAFR - A OXRFAFRIFFRICEESNI,




