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• Delivers same day results to support informed and timely clinical decisions which can aide in the reduction 

of patient anxiety and improving patient care.7,8

• Flexibility and simplicity of an optimized and on-demand testing workflow improves overall cost and efficiency.9

• Eliminates the need for standard curve and replicate testing freeing up technician time for other lab services.10
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The Impact

The Need The Solution
Chronic myeloid leukemia (CML) accounts for approximately 

15% of adult leukemias.1

Successful treatments with Tyrosine Kinase Inhibitors (TKIs) 

have greatly improved the outcome for most patients, 

significantly decreasing annual mortality and increasing 

prevalence.2,3

International guidelines recommend monitoring BCR::ABL1 

transcript levels on an international reporting scale (IS) by 

quantitative RT-PCR (qPCR) at regular intervals to assess the 

efficacy and safety of the treatment.4-6

The Xpert BCR-ABL Ultra is a quantitative test for BCR::ABL 

major breakpoint (p210) transcripts that provides highly 

sensitive and on-demand molecular results, reporting on 

both the International Scale (IS) and Molecular Response 

(MR) formats.10 

Accurate, on-demand process with results aligned to the IS 

in a one-page report in approximately 3 hours.10

Xpert® BCR-ABL Ultra

Delivering MORE confidence with fast,

accurate Chronic Myeloid Leukemia 

molecular monitoring results
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Xpert® BCR-ABL Ultra 
Product Reference Sheet — US-IVD & CE-IVD

Test Reagent Kit  Xpert BCR-ABL Ultra

Catalog Number  
US-IVD

GXBCRABL-US-10

CE-IVD

GXBCRABL-10

Technology   Nested RT-qPCR

Targets  BCR-ABL mRNA Transcript [e13a2 (b2a2), e14a2 (b3a2)]

Batch or On-Demand   On-demand

Minimum Batch Size 1

Sample Type Peripheral blood (EDTA)

Sample Volume  4 ml

Sample Extraction  Automated/integrated

Precision Pipetting  Not Required

Off-board Sample 
Preparation Time 

 Approximately 30 minutes

TAT  Approximately 2.5 hours

Internal Controls
Endogenous control (ABL1)


Probe Check Control (PCC)



Alignment to WHO 
Reference Panel for 
BCR-ABL Standards 
using Secondary 
Standards

Yes, with every lot

Sensitivity (EDTA) 0.0030% (IS) / MR 4.52

Specificity (Analytical) 100% for non-CML EDTA blood specimens

Linear Range 0.0030%–55% (IS) / MR 4.52–0.26

System & Software 
GeneXpert Dx System

GeneXpert Dx software version 5.1 or higher

GeneXpert Infinity

Xpertise software version 6.6 or higher

Sample Stability  5 ± 3 °C for up to 72 hours

Kit Storage  2–8 °C

Commercial Controls   Refer to Instructions for Use (IFU) or Contact Cepheid Technical Support


