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Results

• GeneXpert Dx software automatically prints out a result

• Results are interpreted by system, from measured fluorescent signals & 
embedded calculation algorithms

• To see results on monitor: 
1. Click “View Results” icon on toolbar, 
2. Then click “View Test” at bottom of screen
3. Then select sample ID / lab number
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Results Window: Positive
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Results Window: Negative
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Quality Controls

• Each Xpert MTB/Rif cartridge includes: 
• A Sample processing control (SPC) 
• A Probe Check control (PCC)

• Print out of test result indicates the validation of controls

• Sample Processing Control (SPC): 
• Ensures the sample was correctly processed
• SPC contains non-infectious spores to verify adequate processing of MTB
• SPC should be positive in a negative sample and can be negative or 

positive in a positive sample
• SPC passes if it meets the validated acceptance criteria
• Test result will be “Invalid” if the SPC is not detected in a negative test

• Probe Check Control (PCC): 
• Before start of PCR reaction, system measures fluorescence signal from 

the probes to monitor bead hydration, reaction-tube filling, probe 
integrity and dye stability

• Probe Check passes if it meets assigned acceptance criteria
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All Possible Xpert Results
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Analytical Failures

• Repeat examinations are to be done following analytical failures, using 
stored residual sediment
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Interpretation of Results
MTB Detected

Rifampicin Resistance

MTB Result Ct Range

High <16

Medium 16 – 22

Low 22 – 28

Very low 28 – 38

Result Means

Detected
Mutation in rpoB gene that falls 
within delta Ct setting

Not detected No mutation in rpoB gene detected

Indeterminate
MTB concentration very low & 
resistance could not be detected
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Interpretation of Results

MTB Not Detected
• MTB target DNA is not detected
• SPC meets acceptance criteria - SPC has a Ct value range & endpoint above 

minimum setting
• All probe check results pass

RIF Not Detected
• Rifampicin target DNA is not detected
• SPC meets acceptance criteria - SPC has a Ct value range & endpoint above 

minimum setting
• All probe check results pass

Invalid
• Presence / absence of MTB cannot be determined

• Repeat test with extra specimen
• SPC does not meet acceptance criteria, the sample was not properly 

processed, or PCR is inhibited
• All probe check results pass
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Limitations of Assay

• Reliable results depend on proper specimen collection, handling, & storage

• A positive test result does not necessarily indicate presence of viable 
organisms; it is presumptive for presence of MTB & rifampicin resistance

• Results might be affected by previous or current anti-TB drug therapy

• Results cannot be used to assess treatment response
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THANK   YOU


