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=N dEH My FIEE2 22 SS9 LEREMOZEE ABL X BCR-ABL1S| mRNA

HAtM|(e13a2/b2a2 £ el4a2/b3a2)F2 HAIZE T T HMHELEP (Real-time PCR)ISE

gEoto statel ALH SHE ZUHE ot=d =82 F& MATEHZ7|7|(E BCR-ABL1S
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1. ZH Z=H R MEUY
7}, Whole Blood BN EDTA EE& PAXgene TubeO| =Tt HL{ Plasmag =22|5tX| %&Ct

L}, EDTA Tubel| #HHM &= 2-8°CHA 72A|ZH3Y), PAXgene Tubel| ZAI= 2-8°COIA 120A|Z2H5Y) SOF EotsiCt

2. ZAL® FH| 1pH
ZAL 202 M EHFQ ZHH|QL Sample Preparation ReagentE THU & 23} 304, Proteinase K (PK) & MicrocentrifugeE &3l 2F5HA|
Spin Down%tCt. ZHALE 28l 6-color GeneXpert X 4.4a EE& 1 0|42 AZEQ0{7} Hasict

582 : 7tEE|X|0] A2S 21 60 OILHOl HALE AlZfsHof BiCt.

S8 : HE FHISH| M ZFE FIELXIE HHCL

7t AH FH|
1) EDTA Tube =% ZHA|
7 M 50m@ Conical TubeO| PK (Proteinase K) 100u¢S £+=C

Lh & AN mTE 57 ZHM 8 Q| ofgjE2 S50 & A0{FEL} Blood Collection Tube M ZALS| X|& S

Ch 7hTubed| €Y AKX 4mes E=Ct

2h 3x7t =2 £= 2 Vertexing 610 AKX} A|2S ALt
oy &20IM 127 Incubation L},

Hb Lysis Reagent(LY) 2.5me2 =L

F=9| . POl Lysis Reagent(LY)= O|F ZAtaPdol| AIBEIEE H20] EC.

Ah 10X7Z 52 £E2 Vertexing 610 AKXt A2 &=Lt
Oh 420|AM 5827t Incubation $HCf.

X 10X7Zt 52 £ 2 Vertexing ot0] M|t A2 =Lt
A 420AM 527t Incubation BHC}.

7hH 10=¢ =2 £E 2 Vertexing o106 AHMQt A2 H=Ct

Eh M Conical TubeOf ® Xzt 7l AKX 1me2 E=Ct

=

Fo| : ol 11)H HME 2-8°CollA 1A|ZH -20°CO| 80| M 3FZH B & £ QlCt
o) Ep AleFof| Bh®H 1HE 0| =2 Lysis Reagent(LY) 1.5meS &=Lt
5h) 10E2Z =2 {2 Vertexing 510 ZAMQt A|2FES H=Ct
) &420|M 1027 Incubation L.

) 15) A|2k0fl Absolute Ethanol 2meS &=L
B)) 1027t 52 £E 2 Vertexing ot0] K2t A|%FS MLt
2) THO| PK = LY A2 HEICH

2) PAXgene Tube(ME%4114-14795 U ME44113-26743, 0|8 A2 =7 A

302-4729-KO Rev. B Ho|X] 2 /9




=AHD XP-BCRABL-PI11

GenexX AHEEEA o

pegsik=l 1

(F)EAA H
Lo HF XA AAIf (Xpert BCR-ABL Ultra) Al 7H

oht

PSRPN; 2020. 12. 01

7}) EDTA Tube #=TE ZH Q| ZALE 7h-Oh7HK| S LSHH Tl shct,
Lh 1N NaOH 500p02 “€=Ct

Ch 3x7 &2 &2 Vertexing 8t0] AKXt A|24ES &=Lt

2h H20A 127t Incubation L}

Oh EDTA Tube +=Z & AN2| HAIFY Hh-2)7HK| SEoHA T&eCt

Lh M MalE dME W 2aS B2, H200M siESsicth
Ch ® M2|= HAME 10X 52 £Z 2 Vertex $HC

2h M Conical TubeO & XM2|El HHM 1meS E=Ch

Ob Lysis Reagent(LY) 1.5meS &Lt

Hh 10%=7Zt 52 S$E 2 Vertexing St AR QL A|FS A=Ch
AH H201A 1027t Incubation $HCL.

Oh 15)H A|2k0] Absolute Ethanol 2meS E+=Ct.

Xp) 10x=7H =2 {E2 Vertexing 5t0] ZH et A|fS 4Lt

Ay TOl PK LY AlSF B MEZ|E HHME HEICH

4) BCR-ABL = ABL2| TAL levelo| R= CtHE ZTIHYALY, 7tEEX| WF LEHO| 2F& oHASE =1t

o
7O_|_

L

7H M 50m@ Conical TubeOl| PK (Proteinase K) 100u2S 4+=C}.

Lh g dxle mE 547 2 8 | otz 250 H HOZECE Blood Collection Tube HMZAMS| X|HE

ChH TubeOl| €@ AKX 500eE H=Ch
2h) 3x=7t 2 £EZ Vertexing 310 AKX A|%S =Lt
O A20|M 127t Incubation HCH,
Hb) Lysis Reagent(LY) 2.5m¢S =Lt
A 10ZE7F £2 £E 2 Vertexing 610] ZMQ Al2S 4=Ct

of) A20|A 1027 Incubation $HCF.

r

X} Absolute Ethanol 2m S &=L}
Ah 10X7t 22 HEE Vertexing S0 AMQF Al HE=Ct
7h Al MHE FtEZ|X|O| E=C

Ef) THO] PK EEE LY A2 HEICt

rlo
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L}, ZtEZ[X| FH|
ZHE FtEZ|X|of E7| sl ;
1) Kito| A ZZ&E FLEZ|X|E THWHCE
2) ZtEE|X|of M7t RQEX| SOISICE Dok AXIL JUCHH AMESHK| UL
3) ZIEE|X| F4E2 @2 Wash Reagent (1) 7HEZ|X|2| Wash Reagent Chamber ({2 Chamber)0f| M2 9Lt

Fo| 1374e| 2 7Y

=8

4)
5)

rlo
BQ
o
T
il
|>
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(L}
lo
Hu
HT
2
30
n
]3]
il
|>
am
o
=
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O
A
&2
|
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Mamle oHeg S8 M M2|gt HHE Sample Chamber (2 Chamber)0f| &Lt

slEa|x| £

F9| : 7tEE|X|0| Wash Reagent X H NIZ|E HHE 22 F 1AM oL ZAFCL

Wash Reagent (1)

Sample Chamber
(Small Opening)

(Large Opening)

1% 1. Xpert BCR-ABL Ultra Cartridge (Top View)

3. At

58 : 0] MMoME ZALe| 7|2 THAIE HHSICt XHM|SH L8 2 GeneXpert Dx System & GeneXpert Infinity System2| AME&X}

7S HF=stct
Fo|: AAW BEIT} AAHO WorkilowE W Z9 A wee WA 4 Arh
7}, GeneXpert ZH|E ZiC}

@ GeneXpert Dx EH|E ALS3ICHH, 718 HX GX DxHHIE A =, AEHE 7ICh GeneXpert Software=
sz HYEC Hadh AL Windows® desktopd| U= GeneXpert Dx HHZ7L7| OIO|2E & H 28
ot

@ GeneXpert Infinity ZH|E AMSICHH, 7| A9 MRAS ZICH Xpertise software= XS 2 HAEICH HRP
42 Windows® desktopO| & GeneXpert Dx HtZ7t7| Ot0|2& & H 28 sich

L}, AMEAL 0|2 U 2B E HO| GeneXpert System 2ZEQ0{0f 29 $ict

Ct.  GeneXpert SystemOl|A|, Create Tes(GeneXpert Dx) == Orders H Order Test(Infinity)E 2 = oL}

2. Patient ID HOICH(ME) BHoF =7|2 AdE o 4% oA YUY StA=A| &QIBHT). patient ID=
M Antet AR Aur 7| & 8 RE HAMO| EAECH

OF Sample IDE 27 St2{Lt =72 YBICE DHof 7|2 AdE o 22 oA Y A=A &elstit. Sample
D= Hdutet GgEn A 27 & W ZE BOMO| EAEC

Ht. ZIEZ|X| HHREE AL HIRAE FEE AMBSIO] Al Lot ID, 7tER|X| YHMZ, REIIT S0| AHE2E
LHEC
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Fo| : FIER|X| HIZET}L A7H E|X| 22 AL, MAA BAof| w2t 22 ZAE 23-sto
AL Start Test(GeneXpert Dx) B2 Submit (Infinity) HHES Sg3ict Zast 22 HUHS
OF.  GeneXpert Infinity®! 4%, ZAH|O|O{MEQ FIEEX|E S=Ch FIEE(X|7t AI522 ZE &[0 ZAF TAEC
dAL = AEE ZIER|X|& H7|E&7I0] HHZEICH

GeneXpert Dx2 42

2) RZE 22 HeOh AZE AIRET 29 ZHeol HEn, dA7t 2UE 2E9| 0| HECH
== 871 3o 2= 2o =5 TX7t ofME WX 7|Cte{ofetct 20| €3 W, 7IES|X|E M AT

=
4) ArES FtEEZ|X|= dEH HZ|E A2 Lol wat Mot

4. ZAq} s

GeneXpert DX FH|OA HEE HMzot LYEE 2030 L2|ES Soff siMst Zak= "View Result” &0fA
2ol g 5= ACE B s A0E #10|M 2o ED.

At LS|

BCR-ABL AN 7} HEE|RALCE.
® BCR-ABL has been detected-BCR-ABL HALK|7} AEE|QCM, Ct 30| &3 HP

Otof =St Endpoints 7t MM El XA ZHECH =C}
BCR-ABL has been
® ABL Ct2f0| 152Ct =2 A2 %A 32,000 ABL Copy =7t =ML}
detected;
N ® ABL Ct#0| 1352C 25 49 Z[4 100,000 ABL Copy
gl 2

®  ABL: PASS; ABL MAMH|7} BEE|ICH, Ct440| fE3 Y

Endpoints 7t A& E ZAgtEC

Hir
il

® Probe Check: PASS; 2 Probe Check Z1t= E1tCT

BCR-ABL T™AMX|7t AZEE|X| LQULCE

-

® BCR-ABL has been not detected-BCR- 9323t Ct 2t Q| Qt0l ABL FARA|7t

HEL|X| YUOH, Endpoints 7t HHYEl x| 2t

HT
i
Hir
Il

BCR-ABL has been not
® ABL Ct#tO| 15ECH 22 A2 %4 32,000 ABL Copy =7t EXstC

_

detected;
Qs ® ABL Ct#{0| 1352C 25 49 Z[4 100,000 ABL Copy =7} EX{tCt.
®  ABL: PASS; ABL A7t HEEIRCH, Ct 40| Rrot He| oo EXjstH
Endpoints 7t A& E Z[AgECH =Lt
® Probe Check: PASS; & Probe Check Z1t= SItC}
® INVALID: ZA| L BCR-ABL =+ ABL 2| A7} 518 7|&2 =150 BCR-ABL
HALZE &9 4= 8Tt Troubleshooting Guide & &t=st = XY ZHSHC}
BCR-ABL INVALID ® ABL FAIL; Ct %40] 98 HE =HO{SAHLL Endpoints 7t B El x4 ZHECH SO}

Troubleshooting Guide & &X%t F IfASILY,

® Probe Check: PASS; &= Probe Check Z1t= EItCL
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BCR-ABL HAtZS =0l 4= QICH Troubleshooting Guide & & X3t & xfASHCt
® BCR-ABL : NO RESULT
® ABL: NO RESULT
FRROR ®  Probe Check: PASS*/FAIL; 2 & Probe Check ZItE= St & ADiCt
* BE Probe Check ZIt7F 81t & Z2, 7tE2X| W H8E LHS HO{RAHL,
AAEAMO| BXNZ ErrorZt 23U
BCR-ABL MAIZS =QIg & gith ¥ A7t 258 ¢ Of LEHHCH olE S0
ZAAREZE HALE BEAIZ|[ 2L HHO| Ldstol HARE SCHEl Z<0 LHEHACH
NO RESULT ® BCR-ABL : NO RESULT
® ABL : NO RESULT
®  Probe Check: NA (Not Application)
5. BY @AM
249 ASME ZE Kito|M HMI5IH, Lot 8 £ EEIMI B8 THEACHS ZZICL ZF FHEZ|X|
HIEEE= 28 2(EACH X Internal Scale(IS)2 & Zutgt2 Y% Scaling Factor (SHIEEE Egst JAoH

KMt 28 ftEACHA L2
7t.

302-4729-KO Rev. B

RIS MO ZBE|of QAULCE
BCR-ABL has been detected at a level of N% (IS)
“BCR-ABL has been detected”

HOIZl ACt w2

HA =

A= GeneXpert Dx 2T EQ|0{7} ABL CtZt

O|8%t oteflo] AHLAZ Sl BCR-ABLL| % (IS)E ALt

-
ot

: % BCR-ABL/ABL IS = EACt(ACt) x 100 x Scaling Factor (SF)
0l] Lot-specific EACt = 1.96, SF = 1.22
AAF A1t - 274, ACt = 11.3-27.4 = -16.1

% BCR-ABL/ABL IS = 1.96(-16.4) x 100 x 1.22 = 0.0024% (IS)
< nl =}

: ABL Ct3t - 11.3, BCR/ABL CtZf

: BCR-ABL has been detected at a level of 0.0024% (1S). (A& 2.)
[T dmarenet Dot sy | s S

AssayName  Xpert SOR-AZL Utia
TestResult |7

RABL has been detected at a level of 0.0024% (IS|

Legend
/ BCR-ABL; Primary |~
“ ABL; Primary

J#& 2. BCR-ABL Has Been Detected
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Lt. BCR-ABL was not detected at a detection limit of level of N% (IS)

BCR-ABLO| HEE|X| %= AL,GeneXpert 2ZEQO& HX ZHAS| ABL Ctgt0f 328 WO Z M,

O|E2X QI ACtE A AFSICE View Result2| Analyte Result B0 ABL Ctgt0| 21 EICt O] O|&3(,
LI EQ0l= BCR-ABL Ctat0] 322 F30| H|lS 89 21kl BCR-ABL/ABL %(IS)ELt 0|2l
O|2%X ¢l BCR-ABL/ABL %(IS)& AlAtstct.
0] Lot-specific EACt = 1.96, SF = 1.22

ZAL ZAb: ABL Ctat - 122

O[2X 2l ACt:12.2-32 = -19.8
% BCR-ABL/ABL IS = 1.96(-19.8) x 100 x 1.22 = 0.0002% (IS)
Z1t 210 : BCR-ABL was not detected at a detection limit of 0.0002% (IS). (1 & 3.)

| TestResult = AnalyteResult | Detal | Erors | History = Messages = Support |
Assay Name  Xpert BCR-ABL Ultra Version 1
4 UL B 0R ABL was not detected at a 8

Legend
vi|/| BCR-ABL; Primary = |
vi|./| ABL; Primary

Fluorescence

I3 3. BCR-ABL Was Not Detected

6. Troubleshooting Guide

Test Result ol

ZH| Lf BCR-ABL £ ABL Q| MAH|7t 518
7|&E Z=1t50] BCR-ABL HAIZES Zolg

aict.

2-4°| Md Lol mat @ M2t ANt

O od

M ZtEE|X|E 0| 8510] g BtCt.

n

L2 CH=x 2l ABLO| HEEIX 2 82

Invalid Mo okS BO|SHE
o ZiHo| 20| ZEBICH el &S =olstr)
7bsstH 2-3)2 MA gEo mEk o
® RT-PCRO| SfR[E[RACt. N .
Halst dxet A FHEE|X|E 0|83}
® ABL CtgfO| 18 O|&0|ALt EndpointZt N
st

2000|stY 42
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dHe &S =elstrt
WBC &7t It =X| =olstct,
Error 7 EEX L e OI-E_=I|0 JHX-IE|_| o] I:é]-{oé
) ;rl LOHT HEol SuE o8 BHE 2-09 MP wgol mat ® M2l
Code2008 Ll o),
( i Aot M FtERIXZ ol8stel WA
=g
Error
g e UtsStM 2-3)9 A HEol ot M
(Code50086, _ N N
Probe Check &!1j Melgt dMet M ZHEZ|X|E 0| &3]
5007, 5008 N
& it
2 5009)
x_E_alj Data =% Al
oo v ITHOESH% e o b5 230 WY wEol met H
=LA, Valve = GeneXpert o o
No result - = P Melgt dMet M ZHEZIX|E 0|&310
e 2XMZ Qg AA ATl
M it
(A8 DR g MEBICH)
X HAe| A
@ A o HAZ HA d52 BHE & = UCh
® Xpert BCR-ABL Ultrat= ela2 (p190), e19a2 (P230), £ WEY kX0l X HA HHMO| EXE = U= CHE
TEE AESHA| Fe=Ct
@ Xpert BCR-ABL UltraE e13a2 (b2a2)MZtE HESHK| Y=Lt
@® PCRUELSE AN = A7 MEO FS0HQ Hutels AHESHX| geCt
@ oM LHEFEMY), Buffy-coat X = ZH0| Cist A Rad2 ZIL|X| UAULL
7. X R2| (Quality Control)
2= A= WREHEZQ ABL ® Probe Check Control Off Cist AALE & +@sICh QF HEZ2 EHAsHX| Qict
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[AHE Al F2lAtdd]
1. HQITEEoRE ARSI

o -

2. BE M=

_JoF

Y dxe dorE

T Ae Y9 YRMZ FHSE[0oF SICh BEE AME ANE 2 7|2l et Ao et
X2[sior Stoh WHO = 2t 7te| ZEHeldE o] HA| XMa|of tist 7lo|=E2tels A8E 4= ULt

3. ARget FtEZ|X|eE Alefel M2lE fldf 2t XY =E HZ|E HIAOA Tt 2 MF Mals EF 27AE0|

6. et 2 Y S MESHE mE XMeZle 7|Hel o HXAE mELC
7. XLKA 52 HHT = FIELX 0 52 YHS T £+ UAQLE AL FE 2 = ATt
8. & mI 8 A MEE A8SI0 MES MAM2|sHTt

A 2 A2k €2 IS M QISt Xpert BCR-ABL Ultra 7tEZ|X|Q| F4S EX| Y=Lt

10. Al2FS E2 42 Xpert BCR-ABL Ultra 7tE2|X|& AF2SIX| =L}

11. Xpert BCR-ABL Ultra 7tEZ|X|& S&X| Y=Lt

12. Xpert BCR-ABL Ultra 7tE2|X|= Y2|E0|EZ, AT 7tEE|X|= THALESHA| Q=L

13. EO{EZ Xpert BCR-ABL Ultra 7tEE|X| = HSFEI}L =4 E Xpert BCR-ABL Ultra 7tEE[X|= AMESHA| =Lt
14, ZAAZb B F Xpert BCR-ABL Ultra 7tEE|X|Q] FHE X| %eLf

15. ZAZE BE =, si|E 72| HXtoj| et Xpert BCR-ABL Ultra 7FEZ|X|E H ZICH

Tradamark, Patents and Copyright Statemants

Cepheif®, the Cepheid Inge, GeneXper®™ and Xper'™ are trademarks of Caphaid.
Windows® i a trademark of MicrosoR Comparation
Paxgene® is a registered rademark of the QIAGEN Groug.

THE PURCHASE OF THIS PRODUCT COMVEYS TD THE BUYER THE NON-TRANSFERABLE RIGHT TO USE IT IN
ACCORDANCE WITH THIS PACKAGE INSERT. NO OTHER RIGHTS ARE CONVEYED EXPRESSLY, BY IMPLICATION OR
BY ESTOPPEL. FURTHERMORE, NO RIGHTS FOR RESALE ARECONFERRED WITH THE PURCHASE OF THIS
PRODUCT.

Copyright % 2020 Cepheid
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