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GeneXpert MTD/RIF Assay

® Molecular based method for detecting
MTBC members.

® NAAT test like MTD testing that DCLS
does currently
> More time efficient
> Insight into Rif resistance

\\\GekneXpert MTD/RIF Assay

® Uses a hemi-nested PCR to amplify the
rpoB gene in MTB
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® Simultaneously probes the PCR
amplicon for antibiotic resistance
markers.




Submission Criteria

® Raw sputum samples only

> Would need to validate processed
sediments generated outside of DCLS

® Patient CAN NOT be on drugs for
more than 3 days!
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What if my sample is not
FDA approved?

® Consultation with TB Control and DCLS
must occur to assess the need for this
test for samples that are not FDA
approved

How long will it take?

® Processed sputum can be held at 2-
7°C for 7 days before testing

® DCLS will run GeneXpert samples 2-3
times/week

® Sample prep and testing takes ~3h.

® Preliminary results will be sent within
24h of testing




Limitations

® Test has not been evaluated for pediatric
patients

® Performance of assay relative to HIV
infection status is not known

® Positive MTBC result # viable organisms

® Test does not differentiate between species -

of MTBC

® Limit of Detection
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What results might you see?

® MTB NOT DETECTED

® MTB detected: Rif Resistance NOT
DETECTED

® MTB detected: Rif Resistance
INDETERMINATE

® MTB detected: Rif Resistance DETE/CTE//D

o

k\‘What do the results mean?

Xpert® MTB/RIF Readout nterpretation Report” (Suggested Minimal Language)

MTE DF TECTED, RIF Reststianee: | A mulabion mihe rpof | rpof mutabion deicetod, Mty nfampn
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INDETERMINATE 1POB £ene could Not GELETMINATION Of 08 MUtation resui.

be detarmnad due
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QetaCtion.

MTB NOT DETECTED The conserved MTBC not detected; Confirmatory
sequences up- and testing in progress.

downstream of the
81bp region were
not detected.




Will we still run MTD?

® DCLS will keep the test for the first
year.

> Test will only be run if both TB Control and
DCLS have been consulted.

® PLEASE GET YOUR SAMPLES IN
BEFORE TREATMENT IS STARTED!
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Important things to remember
® Positives do not mean viable organisms
® There can be false negatives

® Growth based assays will confirm Mtb
presence and DST

~ When will we be up and
running?

® Validation, staff training and LIMS test
cases to be completed; goal is end of
April 2014.
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Questions or concerns?

® Contact
> Ellen Basinger, BS, MT ASCP
Phone: 804-648-4480 ext 210
Email: ellen.basinger@dgs.virginia.gov

> Melinda E. Clark, Ph.D
Phone: 804-648-4480 ext 223 ,
Email: melinda.clark@dgs.virginia.gov /




