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Media; UTM). 2) Generation of clinical validation data supporting the acceptability 1000 24/24 35.8 in the VML-HSV-RTx PCR
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MultiCode-RTx (EraGen Biosciences Inc.) HSV-RTx PCR assay (VML-HSV-RTx). 3) E-Swab 500 24/24 37.6 225 HSV-1 cp/mL | +nat 3 Ct value of <40 with
Determination of specimen stability (nucleic acid integrity) at relevant storage (ég(/)z/;) (36'28; i9.1) (165 =312 cp/mb) | o, appropriate peak Tm Figure 2. Results of HSV-1 and HSV-2 PCR sample stability studies. All samples were tested in
temperatures and times for APTIMA, E-Swabs, ThinPrep and SurePath collection 250 (95.8%) | (36.6 - 40.2) value was obtained. (b) triplicate under each storage condition (room temperature, refrigerated and frozen) examined. A
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Crossover experiments demonstrated that comparable assay performance to that 250 (9212_/7202) (35 g%io 7) ; 2 ; .
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In brief, the VML-HSV-RTx PCR assay was performed as follows: nucleic acid was (ég(/)z/:) (35%5‘ 737'4) (nd) Probit analysis on data 5 - Ny
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Pure LC Total Nucleic Acid Kit (Roche) — followed by amplification and detection in (100%) | (34.5 - 37.3) vaginal samples of between
the Rotor-Gene Q (QIAGEN). ThinPrep 500 ANz S 700 HSV-2 cp/mL | <250 cp/mL  and 7000 Figure 3. Average Ct values of HSV-1 and HSV-2 positive samples combined (n=20) obtained
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The multiplex design allowed for differentiation of HSV-1 and HSV-2 by melt peaks, 250 (gg_ézoz) (38_532'10_9) P it '('Ct;' 0D valucs could tested using the IVD kit components were entirely congruent with expected results, and with
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(100%) | (35.7 - 38.5) widle Gpes Fesus Al reduction software utilized.
Crossover experiments were conducted using the IVD cleared MultiCode-RTx kit SurePath 500 24/24 38.0 273 HSV-2 cp/mL | replicates were positive at
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