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@ Blincyto: kit e FORIE AETHMERS KB MBRMENZAY, TARE—FEMRsUREME. XRAYITIEACDIERSCD3ER ZEM—Ft
EfEar, CDIIMAM TAZHBARMKESMARRE, MCOIRTHMKREN —MEAR. XRAYMEATRTEREXENL (ELXM) SHXEmE
Frese (A MEE.

¢ CDE (Center for Drug Evaluation): ER# RN EEERAMIMBEAFTITNG, AALIMRERATF. RREXARLEEEERMGNA SR
AMEEEXNE, AFRALRNAREIMBEHETEAFEN, ROERAMEEEERIDHEMEID.

# ClonoSEQ: ClonoSEQ7MT@—AsMZlT, EEANGSkREEMEEMBFRAMKEARMBMA (ALL) | BEKEARBEME (CLL) HE XM
BEEE (MM) HEEBHTIRIADNATBAIZA (BCR) EREHFY.

¢ EMA (European Medicines Agency): BUNZAREIRRF, TENTMBEZHAEAREETLE WMHELTHOFHARTEAFINEEEIE. 4R
toETrsSRenhirE.

¢ FDA (Food and Drug Administration): XE R mAMKEEER, AXEESBKBBREN, EEIMNERMSHREBENTSHUEIR,

4 NCCN (National Comprehensive Cancer Network): £EE M ZERENL, SEAHNSHEMEMBEIRRLERIER, 8527 £IKIGKREHAIIAT
FBIE. NCCNIEAEE2IRMAMBEHOARMNIEEF MHERER, HRERAESKEENRSMERSKE, EEMEES.

# NGS (Next Generation Sequencing): —fXNFE—MsS@BENFTT7A, o IXXDNAS RNAREAR B E X # 1 TIRE N F .

¢ BIABHMAALL: HKEBMBEN—FER, LE&FNEXENIMEKEMEBEMRK.
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Q A#%HES:

2020518, XEBERAREIERLHMRDEN MK MEAMH LTSS {Hematologic Malignancies: Regulatory Considerations for Use of Minimal Residual Disease in
Development of Drug and Biological Products for Treatment Guidance for Industry)

Q ESERERITIE:
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B FRE Z s, FrH/ BRI R

X ER 524 2 R I AML/MDS £ & S 854 N B 85 MRD
5 E0Ex M

s
FEN B D — B A ERENRIA . —FRBIAS £ —FE CD38 Hit
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Development, LLC
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EXMHFHARFEET, E
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MRDE A BRE B IER ZXRE
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MEIREFR, EEFEFEFBINERE BT DUINEM&MEZEY
MR, IEMEBRERMEILEBEMSHENEGE, EEZTX
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MRDE 4 &

Re&ETHEHR 41

> 183 Journal of Hematology & Oncology) 20208, ZAME
BENmKRIRES, 170MIGKRIRE FH IS4 E HRE L F
MRD, Lt5h, MRDBAMZEZEALI 27%) MR FIEHN ETBE RIS,

FE104T51 (67%) 3 FIEA R BLE RIER

FTRERER REERER

(RMHE B MR 254 Ik
5 A AU N R B A Y R4
SR

HNEREMR AR ALL #7, SIRKRFRLHE B TG RTR F##1T MRD €412 H
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(1% 14 8 40 B B 1095 25 ) i PR IR
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k3B ClinicalTrials, k3930
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Z A Z & FREMRD BN 25 550 7=

« ERETEHEMER T —RNANGSHEAREDNAEHISMBCR/TCREEEHA = M, B IR BB BR#H R I
MinEH N mEEHFEYIREMALL, CLL. MMAI#HEEEIMRD

EARMER M EPENGS-MRD TR

0 ZRES ERHEHHMRD @ FUR 2 — B TNGSEARNIMRDFN SN = 5, EATHRMRIE. TR o IE—E R FMBCR

DnglMEd ® eEEHTCReEEH, RBETIAL0C, HBIIHAMNE (BRAMHAEARBLK. BEKEARBMKE. ZREEHEIKE

EAEGFHE B) BENERER/INAM/ ARFIDEAFARETBCR/TCREEH N, P ERERBMEBE TS, ArEEEERIHENE RS
EEBER/SNIM#FTBCR/TCREEHARN, BERISHRE AT N O E=EFS, ANRATUEHE. EXENHESRTRR,

BCR/TCRETHEEHZM A MAMBHNEEHRM. K LN AX—MEFRFE, FBCR/TCRE EHAE M A T R M ik hE A H IS BT AIMRD 5T . 5TR 4 7B AR 244
(BCR) STHAERME (TCR) HINGSWFFHALMMRD, HLLEGZHMFCSPCRE, HRMERBEES, HXRX, HRERAR—E R RIT 3RSHTABCR/TCRERF A E
ME, PATHARE, RO T ATRENED, FBEIRNCNAEEANTEERFIIRME, SNEBREENIHENEIL.
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i 247wt
- XEMKE¥E (ASH) FLERERMBFFTFHAREA. BEREANERFERRSZ—, 2021FRMASHE
2k, ERETAEZUMMRERAX

EAKR M P EMRD = S A9 M BRI E

QFHE: (Validation of Next Generation Sequencing-Based Clonality Assays for Diagnosis and Minimal Residual Disease Tracking in Lymphoid Malignancies}

O BMNREGL: MREIEERY ANCSHEAREDNAR EANBCR/TCRy e B EH A ™ fa TR MEIZET MMRDAC A 1 8E, (MR BIEAMBRAMALL, CLL. MM, #HE
BUERAMHKRTNEENARANRE (CML) BFNER/SMEN/ARFRKISHFRNERADNA (gDNA) |, UEMKEREEEZEINIMgDNAFCDNA, FHRIEHXZE
—® RERTHAMBZME (BFFALL. CLL. MM, HEBENESUKZREACML) , TTEAHIBEHTMRDENNRFRE REERRN =M.

SEREEHS

| BCR/TCREEEEHARN AR TRR L EPCRIEMNGSIMN ., E—RPCREH
| EERNZEPCREMMHATHERNHAER—EPHITRE, ¥ I-ESERE
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