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An ultra rapid molecular solution for one-step
detection of AMLT-ETO fusion transcript
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BACKGROUND

AML1-ETO/t(8;21)(g22;g22)/ RUNX1-RUNX1TTis arecurrent genetic abnormality in both childhood and adult Acute
Myeloid Leukemia (5-10% of all AML and nearly 40% of the AML FAB M2 subtype). Although this translocation is
associated with a good prognosis, only 50% of patients are cured and its rapid molecular identification is crucial for
risk stratification of patients and therapeutic decisions.

lam AML1-ETO MAIN FEATURES

® Ultra rapid (identification of positive samples in = Easy to set-up

less than 15 min) * Validated on both peripheral blood and bone

® ONE-STEP reaction (from RNA to result) marrow aspirates

® [nternal control for validation of AMLT-ETO
negative samples

HIGHLY SENSITIVE 100% SPECIFIC
Extracti Kasumi-1 into N Mean Tt Sample Type Total No. % Analytical
xtraction HL60 RNA e €an It o Detection Replicates Specificity
method diluti Replicates  (min)
ilution Cell lines 400 100%
Qiagen Rneasy Kit 10° 40 14,37 100% NTC 210 100%
Total 610 100%
Modified TRIzol 108 40 14,05 100% Replicates
A . 4 0,
Qiagen Rneasy Kit 10 40 16,67 100% The Analytical Specificity has been established on negative
Modified TRIzol 104 40 16.94 100% cell line RNA extracted by both the Qiagen RNeasy kit and
. modified Trizol.
Total Replicates 160 100%

The test consistently detects the AMLI-ETO transcript down to 10 dilution (Kasumi-T1in
HL60) in less than 20 minutes, both on Qiagen and manual extracted RNA. Dilutions at
10~ of Kasumi-1in HL60, have also been revealed with a probability close to 60%.

CLINICALLY VALIDATED
Sample status % Agreement with PCR (BIOMED The optimal solution
t I L o (3
- protocel) for reliable, rapid and simple
AML1-ETO positive 100% (N=35) .
AML1-ETO negative 100% (N=30) molecular screening of AML
Total replicates 100% at diagnosis

Clinical archived RNA samples, extracted by Qiagen RNeasy kit, modified TRIzol
and Maxwell, have been retrospectively tested by Q-LAMP and the results have
been compared RT-PCR and found to be full concordant.

c € Catalog number: V35AML  Description: lam AML1-ETO  Reactions: 24
Manufactured by:
DiaSorin Ireland Ltd.
Unit 13/14 Holly Avenue, Stillorgan Industrial Park,
Blackrock, Co.Dublin, Ireland
1\ he Diagnostic Specialist Tel: +353 1283 1166 - Fax: +3531283 1232

info@ie.diasorin.com - www.diasorin.com



