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ABEAT FROCRLIN, A0 25 SRAIE S BB 57 FLT3 RAZ AT 4R EE FH 24
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PR BRI AT . N R K& R, NS T BB o

% 7 A A 24— I R o O MR s v R R 25, T b
2 E R, (SR T — Ui RUIRZG 0 12 NI . 2K H SIS R
SR IR . 0 AR IR 2G5 R AR, S R AL, AH AR R
R I ARZG . 24 B /S 50 T 12 /M

BEAES MM (HSCT) EEFFFEMAAS (WED .
3. FIE

IR A B IOHERE R4 IR 120 mg (3x40 mg KD L AEH—IK,
1 28 KON AMEIT RN AR IR AT, R AR TR 2
HORAR AT A0 E . o FISIRGENETT A RIEIL, UL, R LAy
ST RIE T 6 AT, TR 755 A E IR AR

WEHIRTT 4 FJa ARSI LN JUMIE R 2 —, T RAE 825 i 52 801G R PR IUE
FIEOL T, KR EHEE 200 mg (5x40 mg 7D B H—IX:

1. a8k (CR, & XN LinRikEe ] % 3 )

2. BRI /N K B AN 58 A [ /MR <100 x 10°/L], oAt b ik 31 5 4= 2% %
(CRp) ;

3. BRAAE MR N B R RE [ R R A <1 x 10711, FRERARE ML/ MR 58 4
W, HAWWRHEE B2 M (CRD .

RIAEVRITTUART, 55 1A IR, 58 2 Masr MBI 2 B, Mz
Ja REANYA YT B IAEAT A A T H5ORT 2R APl CERUFS VLR BRI S ) .

NEAELE T A R T I UETT, 25 1 AN EIAREE 8 RN 15k, PLEJESE: 24
MBI R AT #EAT OB (ECG) fad (W LEEFHY M IARKM]Y D .
QTcF>500 msec & B WG T I B AS it IR 71 2
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K AMEZ SEUSAIE L (>1%) AR &NAZE AST A8 (1.3%)
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Wiz, EEBIHRRE (MRD . @380k PRES FEHERIAM (L DHEM
2] M IARKRNT D .
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AEIRTT S O=EEMAA (QT B IR (W IARKRMT A [25483h
J1Y ) o NAESG TAIRITITIATT, 25 1NEIRSS 8 RANEE 15 %, LA
4 2 ANEMRIT R RTEAT OB (ECG) iy, A AH IO s 1y B tH A
AR AR BT BR IILAE T e 248N QT R SE K A XU o AE A i V67 BT A 7 3
(), N2 TR HLAE B AR BR ILAE o
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FAEAR SR TT JATR LA S IERIT IR 2 6 AN A RICH JoBE et . & e
BHERRS, EWEMEEEERT LA S RRG G2 4 HHAXK
AT 280 27 i

Xt 2 RN AE D LAR BE 77 K52

A f 0 R LSRR R ST AR N A R AR i ) BB R T k=
REIR, FEVPAL B B BB ERAENLAS RE I RE R (K DAR KT D

(20 KA E L]

A A BE 7 A 5 AN L a4

FEUUCH A A BE ST L EAEA SOTIRiR Tl 7 RNEBHAT IR . @A
AR IR IR LURRIT R 6 A PRI Roit 22 it (3 BUE YRR
T 1%MEEA ) o« BV E B8/ B EAEAS SR )7 IR DU R IR GE 25 )5
F0 44 HAREA RO i (L GESHT )

SEYR
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W ANTE A b S AR P 2 B 2 0 W BENFLIT . O s EHE wor,
A it S EACE P e U R BRI 2L, IRl 2Lyt oA B 4 A 2
2k (W, (23 R|E] ) .

TCVEHRERAS iR 7 X BE LR IR B LRI RS o AEAS Wb iR T 18] S R IR 48 2 Jm
Z/0 24 AW IR

A=l
[ R = A BT R N B RE TR i .
[JLEA#]
AEAAE 18 % LUK JLIE BB A 1 2 s R RE 1 AR E
[(ZFMA]

ESINA GRS ) 319 &, 43%K 65 £ 8 65 % UL EHIZZFEN,
13%7 75 £ 8% 75 B UL FIZEN. 1F 65 5% 65 % Dl b BB # R ER B h
e RINA R B 2 A T I B AR 2 S

(AP EEM ]
A EELE CYP3A BRACHY, I FPEE n] 52 2 Fi s HI 25 W05 5 B ) o

FCAt 25X AR bt (1452 i

CYP3A/P-gp %57

R8G5 30 CYP3A/P-gp % S (BIANZEZHE, AR TR B
WA R, TR 2 A M A ML . ZEAR 2R, 20 mg K
BB EIRASE, WARRT (600me) (HM CYP3A/P-gp S , 5
B AR B M2 R G TR E AL, T Conae BRI 27%, T3 AUCHe B 70%
R DERE D .

CYP3A Fy 54 P-gp ##)7)

CYP3A AI/8Y P-gp HI5RBGEMHEIF (AN EEME B il B I R
IR AFR. RIEWA RYE%. FFEIRE. MasER) A
MIMRIRIL . ARSI T, 10 mg AR b BRLIRZE 2510 5 5 %0 CYP3A AI/EX P-gp
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R e (200 mg, BFH—IR, FFE28 KD, SARMBAHRIRGLNZ
WE L, P Cra FHEZY 20%H0, “F3 AUCie 350 2.2 5. R RPESHERPE
AML B35, 55880 CYP3A /5 P-gp #IHIFIBCA B, A (10 R 2 =1
291.5F O [ESFEm] O .

CYP3A A Ml ) ol 3 A0 AS & B I 2R S . FEAREZ i H, 10 mg Ak
BLREE RS AL CYP3A $IH UM (35— H 400 mg, 2 52 2-28 KN 200
mg, B H—R) , HARMBABRIRGZMSZREME, P CunFHE216%, F
) AUCins 35111 40%

2R ft g Al 245 it B S

Fr it B ) T 9 ) 77 2 1% -7

i JE AN AE CYP3A4 i) 7 575 3 75 A1/E MATEL B4 75, £ FLT3
R RMEAEIRYE AML B, Aih (300 mg) & H —RELLLSZ 15 K,
KN BRIA MG (UK CYP3A4 RN MZAREN 1% (Crax M1 AUC 5%
10%) . BtAh, 7€ FLT3 RAAE KMESEEME AML B, A& (200 mg)
H—EZL 2 15 R, REZELILMZET (BU& MATEL J&Y) #2548 1)
% (Cmax A1 AUC FEEAE] 10%) .

HER B P-gp. FLARET 2458 A (BCRP)AT OCT1 HARSMIHIF . BT’
AIEREAE, A REHERR 5 36 & e (RGBT /& T nl Be | iX Le i as 4, IRk 35 5l
Be5 P-gp MIKY) (inthiE . IALINEERE). BCRP KA CUKFEFIRE. Hi
PARMYT) A1 OCT1 (YD CIn — B AT & HF4h 2t F i,

SHT:p Z1EEG 0 JEFFZIEZ 1

PROME /R A AT BERRRAE ) SHTo SZAKER o AERFRIERZAARIZ5Y) (N
R PEBRE 2 PETT S RO BT BRARRIA R E TR KT R,
O3B X 8 2 5 A i R IR 5 A P

[(ZY)d&]

TR AR R R R . T A SRR (0 113 D, WK
R, A ) R I BLR SEARAE SRR, I BAE 24 e
RISCHE AT
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(& RiAE ]
ADMIRAL %7

ADMIRAL W58 & — 1B it LeukoStrat® CDx FLT3 Z8AR | 77 3%l 5 48 15
FLT3 AR R B va 1 AML BN B I I RS 2t FEl
G AR FE o EARTUREFL A, 371 85 DL 2:1 I LLBIBE L2 H 56 & R s A~ —
Rty (I e 247 B, Rtk 4 124 D -

o [AHEMITE20 mg, &FHMRE FaFlk (IV) 444, #2108 (51-100)
(LoDAC)

o PUHLMIETS mg/m?, FEH R TFEIVEZ), FFEETR CGEL1-TR)

o CKILHEPES mg/m?. KITIAE 100 mg/m>. FHEHEHE 1000 mg/m?, £ H—K
IV 2, FFE5R (B51-5K) (MEC)

o RN AEVE R A F300 meg/m?, BH KK TNEY, FFoisk (51-5
KD 5 FIEHIE30 mg/m?, FEH—RIVEAZ, R4Sk (52-6K) ; b
MI# 2000 mg/m?*, & H—KIVE4 2, FFEE5R (BB2-68) 5 HHiELLA 10
mg/m?, TH—IRIVEAZ), FFE3R (52-4K) (FLAG-1da)

NA R BELE 2 AML 1897 Ja i B KBk, JF R BT AML /697
R AITE AT (RO BARSREDD #4770 = . BRI FEAA 7 & AML A%
YRR AL 2= T R, (BB T S R Ak M B s CAPL) BRIAYTAH K
AML H# .

W 16 Bl B F ARG REEZIGTT GEEREBH 1 B8, HTdH 15
IR o HEiE B LL 120 mg/ RHUEIGFIRE D RkE 25, BEEHIAF 2N
PEBBR Z Im R 3R . O ¥R BRIAS R BT P I 5 i 2% JB 7R, o VP 0 AR 4 711 &
120 mg Jo V25 1 8 38 0 R &

FEFREHE 2 B A T B e T, 60.5% 4 L2 it 2 i s E 4, 39.5% 4k
BEAL /> BC AR HRE 4 . MEC M1 FLAG-Ida fe K2525 2 NEW], BEARER T35 —
NI SRR . LoDAC FIFTILILE LA 4 BV — AN EIESA 25, EEHIA
A B2 75 1 B 2 I R 3R 28 1k

PIYAIT LRI N VG T S AR 2R R A1 J T o0 A 3487 . 5 i 8 e L BE AL AL e
PRALAFERE N 62 5 (G 20-84 %) , #MRMEAITAH N 625 (GEfE 19-85%)
TERFFEH, 42%MIEH N 65 B Ei 65 B UL L, 12%HIEE R 75 58 75 Z UL -,
54% M B N, R RZEHEE NAN (59.3%) 5 27.5% TN,
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57% BN, 4% HHAMNFR, 3.5% A%, KREZHEHE (83.8%) ) ECOG fAhE
REVE A 0 8 1. BEAEUTIHIARA: B FLT3-ITD (88.4%) , H.4l
FLT3-TKD (8.4%) B¢ FLT3-ITD Al FLT3-TKD (1.9%) . 12%¥] & Bt
ik 5y —Fk FLT3 #5697 . K2 HEHN AML 40 st & 5 X e
(73%) » 10%FH 1.3% i3 40 Bst A% 22 RS 2 A s e ARG, 15.6% 1) 8

RIFK.

TERZH B JRIRIT AT, 39.4%H B3 NIE R EAEIGYE AML, H XL &
BTRZHEEL 1A TARST 5 FIHBIT G R TE AML, 19.7% &
HAE ARG M40 (HSCT) JEREK, 41%MEEERBEZ A& HSCT 1Y)
BN R K

B AT E BT A SONERGYT (ITT) AR (0S) , &
A AR E S BB ATLAG H A 24 Ar] J5 BRI BB T 2 TR B s TA) (oA B S 2
2610) o EREBASHTN, AV E Y 17.8 N H (JERY 1495 19.D)
BEHL o AL 2275 3 B e 2 B AR I ST H AR F A L B35 28K (HR 0.637;
95% CI 0.490-0.830; FAfl p{E: 0.0004) . FEZHEHEJEIRIT RE AL OS A
93 MH, ERZATEHENTHML OSSN (R3, B .

R 3. ADMIRAL R, ERMEEEGE AML BE K &AM T EERE
.

HhE e 157
(N=247) (N=124)
BAETH
TS, n (%) 171 (69.2) 90 (72.6)
A (HD)  (95% CD 9.3(7.7,10.7) 5.6(4.7,7.3)

K (95% CD 0.637 (0.490, 0.830)
pH CEAMD 0.0004

1 FEAFEERY% (95% CD

37.1 (30.7, 43.6)

16.7 (9.9, 25)

TEER

CR? (95% CI®)

21.1% (16.1, 26.7)

10.5% (5.7, 17.3)

CRh® (95% CI®)

13% (9, 17.8)

4.8% (1.8, 10.2)

CR/CRh (95% CI®)

34% (28.1, 40.3)

15.3% (9.5, 22.9)

Cl: Ef5X|H

a.  CR 5E Xt hr 40 o 26 5F 1 £0>1.0<10%L  L/MR=100x10%/L, B B85 4% 1F & H JF 14

MHE<5%, WAAMIRLLANN . (R EE, JF HICRES B M iEds .
b. RYE WA, KRGS 95% Cl.

c. CRh & XNEBERIGAM<5%, HB4 MR 24Pk 2 A R 40 i 48 6 1 %0>0.5% 10%/L, - IfiL/)s

W=>50x10%/L, JEHESM A MR IESE, JFHIVEIAZEN CR.
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& 1. ADMIRAL #f 5t B AEFFHA) Kaplan-Meier B

1.0+

0.8+

0.6

0.4+

Probability of Survival

0.2+

|

Gilteritinib — — — - Chemotherapy {

0.0 + Gitteritinib Censored + Chemotherapy Censared t
. T T T T T T T T T T T T T

0 3 6 9 12 15 18 21 24 27 30 33 36
Time (Months)
Number of Subjects At Risk

Gilteritinib 247 206 157 106 64 44 3 14 1 4 1 0 0
Chemotherapy 124 B4 52 29 13 12 8 7 5 3 1 0 0

X153 CR/CRh [, HhiE RAHZR EREMMH AR 3.7 MH
(JuFl: 0.9-10.6 NH) , #WEEMAITHA 1240 Gull: 1226 MH) o &
B e % CR/CRh G R R ALI A2 3.8 N GEHE 0.9-16 N H ), #sfitE
T N 124 GEEl: 1226 M) o FHhnE e d CR/ CRh 7 RFSN
A 38 MH GEEN09E 16 MH) , HBHEMITA RN 120 GERN 1 &
261N A) o HEGE AL AR S AN 148N H (GERN 0.6 £ 23.1+)
WREAITTH R 1.8 N H (JERIN<0.1+% 1.8) .

TE FE 2R IR 21 4 B AN/ B MR B 1) 197 Bl dr, 68 Il (34.5%) 7E
FLLR G 56 AR N ANHCHR 2T 40 P AN L /NIRRT o 8 SR 2R ) AN A 5 2 240 A AR I /)
W 49 b, 29 4] (59.2%) fEIEZR S 56 K AR AN s if.

A db g3k B AN LUK R [ 52K 258 1 A B SR AT B AR A E B
(R g a =0 A DR S Y G 1 e og G R 1 [ s 2 T8

[ZEFHE]
ZEAEH

FH S BN Z P R RIS 2R (L3S FLT3) /N T35, 7E/NE
Fk FLT3 CH4% FLT3-ITD RAF . BEFRISE LS 13884 (TKD) FLT3-D835Y
1 FLT3-ITD-D835Y) 4H i Fh ol # ] FLT3 A2 4K45 5 A4 fudi s, wfERIA
FLT3-ITD I [ M5 40 ffl o 5 T T
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HEPIA
i

FEEE B Ames W30 TR BT, 78 T O BRI 2 (0 pR I A 1A 5
BRI ZE R, 75265 mg/kg (195 mg/m’, 20 NIEEFIE 120 mg 1
2.6 f5) FIET /B BRI 45 AP

E-t

K& T i 10 mg/kg/ R4 TR (452512°K), A W AEEAAIRE
ARIE, AT WS T B, BTS2 Sk I =258 s B R 4RI AE

KEIEIG-IaF &K F k5t , EIRISMESREAEBIHE D45 TEH S8 (0.3,
3. 10+ 30 mg/kg/K). BHATE30 mgkg/ R (FFEEL NHEENE T BE 24/
TR EM0.405) FIE N Al WARE TR EE . 30 mgke/ RFIE SR
JERAFPETS (EIRE R, fFEMGRE SRS, W5, ME. Bid
HAEFEC, BBFobl (KM, K. BmE. R, BR. FE.
BRI AAE CINERER. O F/BLO =24 IR B R . B R A
SRR HE (REZ. MrEsee. haasd. Sisms. S, B
R LRGN .

PR K RE DA FHCIEH B e vl BUU B 20, SEgR14 KM%
P EHA M AE AL, A, EUR1S K HIBIA . FEAF K 22 B aH 43 780U 1t o AT
AR SR 14 R AL

R LK BR 25 F IO P 1L I 5 3 B JE - 45 24 Jm 4~24 /NI L U PR
T EHMARIMSE . ARSI, 75 B e A/ B A i i AL A L
HY.

BUE
I AR 35 i 5 JE 10 20 P e
Hestk
R REDELE LY 13 FHEIERE S, s ammRm e .

[ZR3h 7151
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LTI

e B R H A RS IE Y AML BB, RSB DIRG 24 J5 e T s
tmax 21N 4-6 /NI SR BN M IGIR . HEGE JE N — I, RAEREA PK 2
B RIGER (ko) MTHEN 043071, A77E 0.34 /NEFHE IS BT . 5 30 &8 120
mg & HA R R M ARSHERIKE (Cna) A 282.0 ng/mL (CV%=50.8) , 24
/NI 5 25 TR BRI I 2R Wk R i 26 R T A ( AUCo4 ) A 6180 ng-h/mL
(CV%=46.4) . {EEEHAZ—IGES: 15 RNERIRREIME KT, EH4N 10

= o

AT, HHEE 40 mg B IRG AR IRER, FHHEJEN Cmax M1
AUC 57 IRS FEH BB e B, 2B BERIKL 26%F/N T 10%. e
R B AR 2T BT tmax 2EIR 2 /NS

S

Afi

S AN B = A BRI BEAARAS THE 20 504 1092 L AT 1100 Lo X 2%
FHERS R oM T, XReREERmES R ZaomTH8. K
WM E AL SERL N 0%, HHBETESAEALSS.

AL

RIEAR SN R, S e TEEE CYP3A4 Q. AR i) EEA WA
i M17 CGEIE N-Pibt R EIE R « M16 fl M10 (¥idit N-ii ke &40 e
B, WHBESIYIE . X =R KBRS R TR 10%. Y
X FLT3 Al AXL 5244 1) 245 BE S 35 P AR 0

Pz A4 A

AR AN SZEGUE B 75 35 25 JE A% — i P-gp A1 BCRP JEY, {EImARAHICHR N rl i
FEAH] /N7 T ) BCRP, P-gp A1 OCT1 (W, (25 EAE]Y ) &
THER

BMRIRHMCIER B e 5, HFHiE e FELIEHM, FERkE 554
TR 64.5%. EFERIZ) 16.4% 0L E T 25 AR & JRIEHEME . 25 3
BRI E 2B T, =AM NHIIMEL N 113 /M. T A PK
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R - R R WG BR % (CL/F) A 14.85 L/h.
et/ AELR P

—RIM S, ERMEBER T AML B35 752 i JE 20-450 mg 7 H
KMZ ke 2y Ja i 2iisl 7 240, 5RIEMIEL.

Rk NG

HEAT AR 248N 12250 01 AR N 7E FVAME B A8 & 5 82 R s xEvE 1 AML
B TR B JE PO R 5R IS . PR AT R, AR (20 2 F 90 ) FIfA
H (36 kg & 157 kg) EAEG ¥ L. HE, HFHEERE BN N T
2%

2y et 7

FE¥FE (Child-Pugh A %) AIthFF (Child-Pugh B 2%) HFIhfeiiF 2l
WHIE 7 D REA 00 35 5 & Je 24030 1 s . S5 R, R REEH BT
REA 5 32 (100 29 i it B JE 2R B B 5 I D R AR 32l OB &5 SR A 2 . 38
il AR 258 ) A B P-4 1 AR (R YE NCI-ODWG € ST e 4 35 0] 75 Fifn
Ble BEERRN, 25RERHIRE S Y e 25 2 mINE S Dhhe E o ) A
5 RS AML B L FRE Z 5.

H R A AT Sh A3  (Child-Pugh C 2%) B R JF it 35 56 & Je
Fo

FLIREIR

I AR R L 1) B D BE A5 35 BT FUOR PP Al 5 DO BE 4 35 0 5 i B Je 294K3h 71 5%
RIS o AR A 2443 70 A A 2R VA B 58 i B R T RESE S5 R L3 AL
B CHZhREAR EM) e N RA G 28 XA R, R, Hhid e 5k
ERTIIEME AN T 2 5. M ARAT T S T REH T X H AR R R
(L CHVEHE] T30

%

ééi\% 120 mg :I%‘Iﬁlﬁ;gl&}ﬁ)é’ EP,%%‘E’:J AUC24$D Cmaxli EZ—‘%%‘*Q‘%, y‘jj'z
HE A 1.4-1.6 fi. AR EEE R RImRAE M, JomR R E B 2
=
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(5]
B, W, 25CLL RIS
(B3]
RA ORI 7 A2 AR A S B A, 42 /i, 21 /B2 i

(B %041
48 1A
[HATHadE] 1X20210004

[#ESCS ) E 2545 HI20210009

By 2P tbiE i
(458 LT RE Al

{4 FK:  Astellas Pharma Inc.

VEMHibE:  5-1, Nihonbashi-Honcho 2-chome, Chuo-ku, Tokyo 103-8411, Japan
[4r=4k]

A4 FR:  Astellas Pharma Inc. Yaizu Technology Center

AE =il 180 Ozumi,Yaizu-shi, Shizuoka 425-0072, Japan
[HAEKEN]

A ARR: wlideRk (RED BERGRAHE

Hiuhk: JBSCTTEARE X E T4 R 8 SR 27 = 2302 T 27010 =
BB ZmA%: 100022

HLIE 5 iS: 400-0856-799 (77 fhiif))

EEEM: (010) 85214900
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