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Background: We have developed a Cervical Specimen Collection and Transport (CSCT) Kit
for use with the APTIMA HPV (AHPV) Assay as an alternative to using the PreservCyt LBC
specimens. The AHPV Assay is a CE marked assay that detects E6/E7 mRNA of 14 high risk
HPV types.

Objective: Determine the clinical performance of the APTIMA CSCT Kkit.

Methods: The CSCT kit consists of a cervical cleaning swab, a collection brush and a
specimen collection tube. A total of 267 cervical specimens were collected from women (19
years of age or older) referred for colposcopy. For each subject enrolled in the study, a CSCT
sample was collected followed by collection of a PreservCyt liquid based cytology (LBC)
sample. The LBC sample was processed for cytology and an aliquot of the residual LBC
solution was diluted into an APTIMA Specimen Transport tube. A single replicate of both the
CSCT and diluted LBC sample were tested with the AHPV Assay according to Package Insert
instructions. Concordance between the CSCT and LBC results was determined for all samples
overall and by cytology category.

Results: The overall, positive and negative agreement between the CSCT and LBC samples
was 94%, 98.2%, and 86.4%, respectively. For patients with a cytology diagnosis of > ASC, the
percent positive agreement for the paired CSCT and LBC samples was 100%;the percent
negative agreement was 81%. For patients with cytology diagnosis of LSIL and HSIL, there
was 100% positive and negative agreement between the paired CSCT and LBC samples.

Conclusion: APTIMA Assay results showed good agreement between cervical specimens
collected with the CSCT kit and PreservCyt LBC indicating the CSCT kit may be used for E6/E7
MRNA r testing of direct cervical samples. The use of the CSCT kit provides a cost effective
alternative for molecular detection of HPV.



