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TEST DESCRIPTION

Over 40 amino acid substitutions in the kinase domain of BCR-ABL have
been identified in CML patients who develop resistance to kinase inhibitor
treatment?. Among them, BCR-ABL T315I mutation confers biological and
clinical resistance to these such BCR-ABL tyrosine kinase inhibitors including
imatinib (Gleevec®), dasatinib (Sprycel®), and nilotinib (Tasigna®). MolecularMD
has set-up a rapid, cost effective, and senstitive FRET-based assay to identify
this mutation.

The MolecularMD T315l1 mutation assay offers sensitivity down to 10% while
the current optimal direct sequencing methods provide a limit of detection of

about 30%.
‘ Kantarjan, H. et al., Ann Intern Med 2006; 1456: 913-923

TEST SPECIFICATIONS

DISEASE RELEVANCE:
Chronic Myelogenous
Leukemia (CML)

DRUG RELEVANCE:

ABL tyrosine kinase inhibitors
such as imatinib (Gleevec®),
dasatinib (Sprycel®), and
nilotinib (Tasigna®).

METHODOLOGY: FRET (Fluorescence resonance energy transfer)

CPT CODES: Please call Customer Service or refer to MolecularMD website.

LIMIT OF DETECTION: 10% of the mutant allele among non-mutated alleles

CONTROLS: BCR-ABL WT and T315I mutants

REPORTING: T3151 mutation or no T315I mutation in BCR-ABL tyrosine kinase domain
TURN AROUND TIME: 4 business days (MolecularMD accepts Saturday deliveries)

SPEMICEN REQUIREMENTS

SPECIMEN PERIPHERAL BLOOD BONE MARROW
SPECIMEN TUBE EDTA PAXgene EDTA PAXgene
VOLUME 10 mL 5-10 mL 2mL 1-2mL
STORAGE R.T.” R.T.*™ R.T. R.T.
STABILITY 48 hrs 72 hrs 48 hrs 72 hrs
SHIPPING Ambient Ambient Ambient Ambient
OTHER DO NOT FREEZE 2 tubes DO NOT FREEZE 2 tubes

* R.T. = Room Temperature

** If PAXgene tubes are expected to arrive at MolecularMD after 72 hours of blood draw,
FREEZE at -20°C, then -70°C/-80°C and ship on dry ice






