BD GeneOhm" MRSA

Test Procedure

1 Specimen Preparation
* Place swab in sample buffer tube (blue cap)

* Break swab

* Vortex at high speed

2 Concentration

* Transfer cell suspension (blue cap) to a lysis tube (yellow cap) (A-B)

* Centrifuge at a minimum of 14,000 x g at room temperature (C)

* Discard supernatant

* Add sample buffer (blue cap) to the lysis tube (yellow cap) (D)

3 Lysis — DNA Extraction

* Vortex, centrifuge briefly, then heat to inactivate potential inhibitors

* Place lysis tube on a cooling block
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4 Reconstitution of Molecular Reagents

* Reconstitute 1 master mix (white label) for up to 6 specimens
and 2 controls

- Add diluent to lyophilized master mix (A) and transfer
master mix to the reservoir of each reaction tube (C)

- Transfer lysate solution (B) to the specimen reaction tube (C)
- Add control DNA to positive control tube

- Add sample buffer (blue cap) to negative control tube

- Centrifuge all tubes briefly

- Place tubes on specially adapted cooling block until ready to load

5 Real-Time PCR Analysis

* Insert each reaction tube into the instrument

* Start run and obtain results in approximately 1 hour

Full Process Run Time < 2 hours

Definitive Test Results
* No interpretation required

* Internal control monitors inhibition

Assay Performance

* Sensitivity: 93%

* Specificity: 96%

* Negative Predictive Value: 98%
* Positive Predictive Value: 85%
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Results Table
AssayResult IC Result | mmcm mwmk Notes |nm

(98670 A | |SPEC | NA
123444 PASS 'SPEC | INA
57945 PASS | 'SPEC NA
82455 SPEC A
119244 'SPEC INA
120295 'SPEC NA
54630 'SPEC INA
67832 SPEC NA
90231 SPEC INA
76940 'SPEC N
123008 'SPEC INA
45671 'SPEC NA
187399 SPEC [ INA
Pos Cnirl1 PC1 WValid
Neg Crir1 PASS | NC 1 I Valid_
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