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FILTUF=T &, FLT3 Bz F Rt 5 EE Z £ (Internal Tandem Duplication: ITD) .
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COMMODORE RERIZH(TEHEANBEDOEMEET —2ELEHLETEEINEL,
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A—E M (11%) . 57 (10.3%) . BIMERBUR A (10%) . S LVMFPIL 7 FURARF
FT—EH#EM(10%) TLI=. FILTVF=THREHED 1 NIBRNEGEEERTHLANE
EIREENAHONEL=, F-REHENST QW UL) EELHEEERIE. BT
BRIRLAME (7.5%) . ALT DN (3.4%) . 8K AST DEM (3.1%) TL =, TOHDEE
BEZTZERICE.DERD QT ERK(0.9%)H KLU # 14 % 83 B B INJE (PRES)
(0.3%)MEFENTLVET,

FATORAEE T BRERELITHAMD AML BEIALFDAEICELIEEEZRE
[Z.NMPA DN ELUEBEEIZKYAEFELT- XOSPATACE Hi-1ia BNk ELTIRt3 52
EIZkY ., FEIZETS AMLAEIZ—EBOEMELTLEET,

BE.AEICEITATIAMUEDEBADTZEIL., @11 (2021 £ 3 AH) EFEEET
EIRYIAAHEHTT .

UL



ADMIRAL ERERIZDUNT

% 11l 48 ADMIRAL iE& (NCT02421939) &, AML 239 2—IABEZICERL -, TIE—RAEIEHR T
D FLT3 EEFEEBGHEORA AML BEERRIZ. FILTUF-IERBIL2REZHR T IETREH
REREEAILRETT . AHROIETMER X244 EHMBLURELEMR (CR) LE 2 MM KA E
BEMHSTLEM (CRh) DE|E (CRICRh ) TYA ., 24 FHME KBTS THEEHEEBE LLE
Lizo AR TIEEHHANILMICE T FLTI BEFEEBIELHEINERE 371 A ANLL
FlLfz, BF(E 2.1 DBIETEILTIF=T (120 mg) FFBIBEZEEDNT MDA ER ST EICEMES
[ZEIfF TN FELIZHS,

COMMODORE SRE&IZDVT

% 1l #8 COMMODORE & (NCT03182244) &, BHEFE-(FEE 4T FLT3 E-TFEEB MO KA AML
BEERNRIC.FLTIFIERBLEREIZEET IR S HERAREFALERBRTHY. PFES L
CHbDE R TEBLTOET  ARBRO X ETMEE F24£FHMTT . AR TIE. REMFTM &K<,
TMANUREFHM (EFS) B8&LU CR E(CKYLMMAEMELIHEL. FILTIVF =T LIRS EEE L
BLET, BEIL L1 OBETEILTIF=T (120 my) F=EBURIEREEDOWNT WD ERE T HEEITEE
BIZEIFFORET,

XNTVF=TIZDOLT

FINTIVFZTIF. PRATSRBELFUEJRAXSHOXARMARICKY RV EShELE, TRATSRABE G
IWTFYFZTIZDNT, R TORSK., 8, BoICEEICET M E5MAEREALEY, IREETIC
TEHEXITHAMED FLT3 EEFEEBHEORMEREA LK 158 RELT, KE. BA. BLURK
MO—EDET, TRATIRABEMNFHEFTLTLETS, FILT)F=T &, FLT3(FMS-like tyrosine kinase 3)
DBIEFRMINEHEZER [FLT3-ITD (Internal Tandem Duplication)]. BEUFAL U FF—ER AU E
£{K [FLT3-TKD (Tyrosine Kinase Domain)] (2% 9 2EEEEH TS FLT3 FAEHFITY, FLT3-ITD I&.
REDETLCFEARRICEET HEGFEELLTHONTLET S,

*1: Center for Drug Evaluation, NMPA. List of priority review varieties. Available at:
http://www.cde.org.cn/news.do?method=changePage&pageName=service&frameStr=21. Last
accessed December 2020.

*2: Center for Drug Evaluation, NMPA. Notice on the release of the third batch of clinically urgently
needed overseas new drugs. Available at:
http://www.cde.org.cn/news.do?method=viewInfoCommon&id=5ed6430be031fc66. Last accessed
December 2020.

*3: Patel JP, Gonen M, Figueroa ME, et al. Prognostic relevance of integrated genetic profiling in acute
myeloid leukemia. N Engl J Med. 2012;366(12):1079-89.

*4: Whitman SP, Archer KJ, Feng L, et al. Absence of the wild-type allele predicts poor prognosis in
adult de novo acute myeloid leukemia with normal cytogenetics and the internal tandem duplication of
FLT3: a Cancer and Leukemia Group B study. Cancer Res. 2001;61(19):7233-7239.

*5: Whitman SP, Maharry K, Radmacher MD, et al. FLT3 internal tandem duplication associates with
adverse outcome and gene- and microRNA-expression signatures in patients 60 years of age or older
with primary cytogenetically normal acute myeloid leukemia: a Cancer and Leukemia Group B study.
Blood. 2010;116(18):3622-3626.

*6: Warren M, et al. Clinical impact of change of FLT3 mutation status in acute myeloid leukemia
patients. Mod Pathol. 2012;25(10):1405-12.


https://clinicaltrials.gov/ct2/show/NCT02421939
https://clinicaltrials.gov/ct2/show/NCT03182244?term=gilteritinib
http://www.cde.org.cn/news.do?method=changePage&pageName=service&frameStr=21
http://www.cde.org.cn/news.do?method=viewInfoCommon&id=5ed6430be031fc66

*7: American Cancer Society. What is Acute Myeloid Leukemia (AML)? Available at
https://www.cancer.org/cancer/acute-myeloid-leukemia/about/what-is-aml.html. Last accessed
December 2020.

*8: American Cancer Society. Risk Factors for Acute Myeloid Leukemia (AML). Available at:
https://www.cancer.org/cancer/acute-myeloid-leukemia/causes-risks-prevention/risk-factors.html. Last
accessed December 2020.

*9: American Cancer Society. Key Statistics for Acute Myeloid Leukemia (AML). Available at
https://www.cancer.org/cancer/acute-myeloid-leukemia/about/key-statistics.html. Last accessed
December 2020.

*10: GLOBOCAN Cancer Today Database, International Agency for Research on Cancer, World
Health Organisation. Population Fact Sheets in 2018. Available at:
http://gco.iarc.fr/today/data/factsheets/populations/160-china-fact-sheets.pdf. Last accessed December
2020.

*11: PBEFEE: T ICMAEDSAICENT, —ABOHENBLNEVMES CAEERM) . £E—X
BERBICER-BRULEEBEICAVWSAEEDI L, HILR—UEREEILINEIELHYET,

*12: Perl A, et al. Gilteritinib or Chemotherapy for Relapsed or Refractory FLT3-mutated AML. N Engl J
Med 2019; 381:1728-40.

*13: ClinicalTrials.gov. A Study of ASP2215 Versus Salvage Chemotherapy in Patients with Relapsed or
Refractory Acute Myeloid Leukemia (AML) With FMS-like Tyrosine Kinase (FLT3) Mutation. Available at:
https://clinicaltrials.qgov/ct2/show/NCT02421939. Last accessed December 2020.

*14: ClinicalTrials.gov. A Study of ASP2215 Versus Salvage Chemotherapy in Patients with Relapsed
or Refractory Acute Myeloid Leukemia (AML) With FLT3 Mutation. Available at: | think it is better to
change the link destination address to https://clinicaltrials.gov/ct2/show/NCT03182244. Last accessed
December 2020.

*15: Data on file. Northbrook, IL. Astellas Pharma Inc.

*16: Daver N, Schlenk RF, Russel NH, Levis MJ. (2019). Targeting FLT3 mutations in AML: review of
current knowledge and evidence. Leukemia 33: 299-312.

FARATIRABEHRARHICONT

FTATIABEF HA 70 WEU L TEEFHZEMAL TV IEERLETY , REMD/N/FAD—OES
T4/ TO/A0—DAHEHEEEFL. FUAYMATAHILZ—ADEWNVREICH T IEHMNLTERER
DEIHIZERYHATLET (Focus Area 77O0—F), (2. EERAEESR (RO BETHEBAEN—X
(2. REHDEFERMERPFO/A—rF—OHEMEMELHREOY—E R (Rx+®) DRI ICHHE L TUL
FT TRATIRAUEL, TILTIERORERICIL. HEOESERESAOMEBEICEZTWEET .7
ATSRABZEDEMIZDOLTIE, (https://www.astellas.com/ip/) & ZELFEELY,

EEEE

COTLANVY—RIZEREHESNTWSEREDFE. FE. HE. BEICEHIIRBELVZOMDBEDER

TIFGEWERIE. TRTSRABEOEXEZICEIIHRORELTT . oD RERITBREFEDTREAFA

B ERICEDCRIBYPERIZEDEDOTHY . BB EURMDIRVETEEGRERESATHES &

FIFELERITEST,. INDFRDORBLIIERDOERERSKELGDAREELHYET , TOERELTIEL,
(WEESKTFICETAEXREOETILSLIVERERFORE. (i) BEL—FOES. (i) HERHKTO

EBE., ((WHFERSLUBFRORFGEEH SV THHELEZRREZBONGVAEEE. VFREFIOHIHE

FRERICEAHTIENTEROATREME. V) E=FITIIHMMPEOBEENHYET M. CTNLIZIRE

SNBEDTIEBYER A T2, ZOTLAV—RIZEFNTOIEER BARDOILDOEET) ICEHT 51E

BRI BEGLE. EENTENAIRZBERHNELTVDEDTIEHYFEE A,


https://www.cancer.org/cancer/acute-myeloid-leukemia/about/what-is-aml.html
https://www.cancer.org/cancer/acute-myeloid-leukemia/causes-risks-prevention/risk-factors.html
https://www.cancer.org/cancer/acute-myeloid-leukemia/about/key-statistics.html
http://gco.iarc.fr/today/data/factsheets/populations/160-china-fact-sheets.pdf
https://clinicaltrials.gov/ct2/show/NCT02421939
https://clinicaltrials.gov/ct2/show/NCT03182244
https://www.astellas.com/jp/

