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SOURCE: APTIMA SWAB/MULTITEST

DESCRIPTIVE INFORMATION: The in vitro Molecular Profile is a target amplification nucleic acid
probe that utilizes isothermal transcription-mediated amplification
(TMA) of RNA.

TEST: MOLECULAR PROFILE

ADDITIONAL TESTS:
   CHLAMYDIA TRACHOMATIS:    POSITIVE
   NEISSERIA GONORRHEA:        Negative

The APTIMA COMBO 2 Assay is designed to detect the presence of Chlamydia and Neisseria in the following specimens collected
in Aptima transport media or PreservCyt Solution: endocervical and male urethral specimens, clinician collected vaginal swab
specimens, PreservCyt Solution liquid Pap specimens, female and male urine specimens. Performance with specimens other than
those listed has not been evaluated and results must be interpreted with caution and correlated with clinical findings. The
performance of this assay has not been evaluated in persons less than 14 years of age.

    BACTERIAL VAGINOSIS:     POSITIVE

The APTIMA BV Assay detects and discriminates RNA markers from the Lactobacillus species group (L. gasseri, L. crispatus and
L. jensenii), Gardnerella vaginalis, and Atopobium vaginae in clinician-collected and patient-collected vaginal swab specimens
from symptomatic females with a clinical presentation consistent with vaginitis and/or vaginosis. The Aptima BV assay uses an
algorithm to report a qualitative result for BV based on detection of target organisms. Performance with specimens other than
those listed has not been evaluated and results must be interpreted with caution and correlated with clinical findings. The
performance of this assay has not been evaluated in persons less than 14 years of age.

    CANDIDA SPECIES:                    POSITIVE
    CANDIDA GLABRATA:                POSITIVE
    TRICHOMONAS VAGINALIS:      POSITIVE

The APTIMA CV/TV Assay detects RNA from microorganisms associated with vulvovaginal candidiasis and trichomoniasis in
clinician-collected and patient-collected vaginal swab specimens from females with a clinical presentation consistent with vaginitis
or vulvovaginitis. The Aptima CV/TV assay differentiates between Candida glabrata, the Candida species group (C. albicans, C.
tropicalis, C. parapsilosis, C. dubliniensis) and Trichomonas vaginalis. The assay does not differentiate among C spp.
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The results of these tests should only be interpreted in conjunction with information available from clinical evaluation of the patient history.  A
negative result, interpreted on its own, does not necessarily rule out an infection. These tests are dependent on collection methods, patient
factors, stage of infection and the presence of interfering substances. Please refer to www.clinicalpathologyassociates.com/women-s-health
for intended uses, limitations and acceptable specimen types for these tests.  The clinician must determine the use and relevance of the
results of these tests when ordering outside of these parameters and results should be interpreted with caution.
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Performance with specimens other than those listed has not been evaluated and results must be interpreted with caution and
correlated with clinical findings. The performance of this assay has not been evaluated in persons less than 14 years of age.

______________________________
David P. Stanley, M.D.
2/6/2020
Electronic signature approved by pathologist.
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