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Fast, sensitive on-demand monitoring
of NPM1 mutant mRNA transcripts in
Acute Myeloid Leukemia patients

The Need

Acute Myeloid Leukemia (AML) is the most common acute
leukemia in adults.! The Nucleophosmin (NPM1) mutation
is one of the most common genetic abnormalities in AML,
accounting for about 30% of cases.??

Established international organizations recommend
periodic molecular assessment by quantitative PCR for
monitoring NPM1 mutations in AML patients.**®

No international scale is established for the quantification
of the NPM1 mutant transcript for AMLL monitoring posing
a challenge for quantitative monitoring.

The Impact

The Xpert NPM1 Mutation test is an automated test
for quantifying the amount of mutant NPM1 mRNA
transcripts (types A, B, and D in exon 12) as a ratio of
NPM1 Mutation/ABL1."

Proprietary in-house RNA control materials are used
to calibrate and standardize each lot of the Xpert
NPM1 Mutation.®

- Timely monitoring ensures measurement of treatment response and detection of potential relapse.®

+ Quickly classify AML subtype (NPM1-mutant vs NPM1 wild type) to guide clinical decisions and prognosis.*

Minimize challenges associated with result interpretation with a fast, easy-to-use, on-demand test and standardized reports.®
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Xpert® NPM1 Mutation
Product Reference Sheet — CE-IVD

Test Reagent Kit

Catalog Number

Technology

Targets

Batch or On-Demand
Minimum Batch Size
Sample Type

Sample Volume
Sample Extraction

Precision Pipetting

Off-board Sample
Preparation Time

TAT

Internal Controls

Sensitivity (EDTA)

Linear Range

System & Software

Sample Stability
Kit Storage

Commercial Controls

Xpert NPM1 Mutation

CE-IVD
GXNPM1-CE-10

Nested RT-gPCR

Quantification of mutant NPM1 mRNA transcripts (types A, B, and D in exon 12)

On-demand

Peripheral blood (EDTA)

4 ml

Automated/integrated

Not Required

Approximately 30 minutes

Approximately 3 hours

Probe Check Control (PCC)
v v

Endogenous control (ABL1)

0.030%

0.030%-500% NPM1 Mutation/ABL

GeneXpert Dx System
GeneXpert Dx software version 6.2 or higher

2-8°C for up to 72 hours

2-8°C

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

CE-IVD. In Vitro Diagnostic Medical Device. May not be available in all countries. Not available in the United States.
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