Tri-Valent™ Swab Calibration Panel Catalog #'s: CV-01

USE

The Tri-Valent™ Swab Calibration Panel is intended for use in Molecular systems including
DNA-probe technology to assure the test system is providing accurate results throughout the
reportable range in accordance with CLIA regulations for calibration verification.

SUMMARY & EXPLANATION

The Tri-Valent™ Swab Calibration Panel contains a set of six swabs. Three swabs contain

high concentrations of each of the following: Trichomonas vaginalis, Gardnerella vaginalis and
Candida albicans to produce a positive result. Three swabs contain concentrations below the
cut-off value of each analyte to produce a negative result.

PRINCIPLE

Each swab of the Tri-Valent™ Swab Calibration Panel is a simulated clinical specimen with a
known concentration to be used to verify calibration. Perform testing according to the kit
manufacturer’s instructions for processing patient specimens. Calibration verification
requirements must be performed in accordance with applicable local, state and/or federal
regulations or accreditation requirements and your laboratory’s standard Calibration Verification
procedures. Itis recommended that the user refer to pertinent CLSI guidance and CLIA
regulations for appropriate Calibration Verification practices.

PRODUCT DESCRIPTION
Each Tri-Valent™ Swab Calibration Panel contains a set of 6 individually packed swabs in foil
that contain:

Positive Trichomonas vaginalis > 1.0 X 105 CFU of T. vaginalis

Negative Trichomonas vaginalis with less than 5 X 103 CFU of T. vaginalis

Positive Gardnerella vaginalis > 6.0 X 108 CFU of G. vaginalis

Negative Gardnerella vaginalis with less than 2 X 105 CFU of G. vaginalis

Positive Candida albicans > 6.0 X 105 CFU of C. albicans

Negative Candida albicans with less than 1 X 104 CFU of C. albicans

PRECAUTIONS

The Tri-Valent™ Swab Calibration Panel is for In Vitro Diagnostic Use only and should be used
by properly trained personnel. The swabs should not be used if the packaging is open or
damaged. Precautions should be taken against the dangers of microbiological hazards. After
use, all materials should be placed into an appropriate container for biohazardous material
disposal.

STORAGE INSTRUCTIONS
The Tri-Valent™ Swab Calibration Panel is stable until the expiration date indicated on the label
when stored at 2-8C in the original packaging. Do not freeze or overheat.

EVIDENCE OF DETERIORATION
Do not use this product past the expiration date.

PROCEDURE
1. Open the foil pouch at the tear slit.
2. Remove the swab from the foil pouch and place the swab into a specimen collection tube
supplied by the kit manufacturer. Snap or break the shaft of the swab to fit the tube.
3. Follow the kit manufacturer’'s recommended instructions for sample preparation.
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4. Perform testing for Trichomonas, Gardnerella and Candida according to the
manufacturer’s recommended instructions and your laboratory’s procedure for patient
testing.

5. Record results and compare with expected results.
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