Chlamydia trachomatis and Neisseria gonorrhoeae Specimen Collection for

Gen-Probe Aptima  Amplified Assays
I.  INTENDED USE

The APTIMA  Assay is a nucleic acid amplification test that utilizes target mediated amplification for the in vitro qualitative detection and differentiation of ribosomal RNA (rRNA) from Chlamydia trachomatis and/or Neisseria gonorrhoeae in clinician-collected endocervical and vaginal specimens, male urethral swab specimens, female and male urine specimens, and patient-collected vaginal swab specimens. In addition,  the MDCH Lansing lab has validated this assay for rectal and pharyngeal swab specimens for use in high risk populations.  The assay may be used to test specimens from symptomatic and asymptomatic individuals to aid in the diagnosis of gonococcal and/or chlamydial disease.

Swab or urine specimens are collected and transferred into their respective specimen transport tubes. The transport solutions in these tubes release the rRNA targets and protect them from degradation during transport and storage. 

II.  SUPPLIES

· Gen-Probe Aptima Urine Specimen  Collection Kit

· Gen-Probe Aptima Unisex Swab Specimen Collection Kit for endocervical and male urethral

      swab specimens

· Gen-Probe Aptima Vaginal Swab Specimen Collection kit

III.  SAMPLE COLLECTION AND TRANSPORT

The APTIMA Assay is designed to detect the presence of C. trachomatis and N. gonorrhoeae in clinician-collected endocervical and vaginal specimens, male urethral swab specimens, female and male urine specimens, rectal and pharyngeal swab specimens, and patient-collected vaginal swab specimens. The swabs and the specimen transport tubes contained in the APTIMA Unisex Swab Specimen Collection Kit for Endocervical, Urethral Swab Specimens can be used to collect patient cervical, urethral, rectal, and pharyngeal swab specimens. A unisex swab is used for both male and female specimens. The APTIMA Vaginal Swab Specimen Collection Kit can be used for clinican and patient-collected vaginal swabs only. The APTIMA urine and swab  collection kits are intended to be used only with the GEN-PROBE APTIMA Assays. Performance has not been established with other products.

Swab specimens must be transported to the laboratory in the swab specimen transport medium and tube. Swab specimens must be transported to the laboratory at 2° to 30°C and tested within 60 days of collection.

Urine specimens can be transported to the laboratory at 2° to 30°C in either the primary collection device (urine cup) or in the urine specimen transport tube. Urine specimens must be transferred into the GEN-PROBE specimen transport tube within 24 hours of collection and before being assayed. After transfer, urine specimens can be stored at 2° to 30°C for up to 30 days after collection.  Specimens being mailed must be in the Gen-Probe transport tube.

A.  Swab Specimen Collection

1. Endocervical Swab Specimen Collection:

a. Remove excess mucus from the cervical os and surrounding mucosa using the cleaning swab (white shaft swab in the package with red printing). Discard this swab. 

Note: To remove excess mucus from the cervical os, a large-tipped cleaning swab (not provided) may be used.  Discard swab after use.

b. Insert the specimen collection swab (blue shaft swab in the package with green printing) into the endocervical canal.  

c. Gently rotate the swab clockwise for 10 to 30 seconds in the endocervical canal to ensure adequate sampling.

d. Withdraw the swab carefully; avoid any contact with the vaginal mucosa.

e. Remove the cap from the swab specimen transport tube and immediately place the specimen collection swab into the transport tube.

f. Carefully break the swab shaft at the scoreline; use care to avoid splashing of the contents.

g. Recap the swab specimen transport tube tightly.

h. Label the tube with patient information and date/time collected.

2.  Male Urethral Swab Specimen Collection:

i. The patient should not have urinated for at least one hour prior to specimen collection.

j. Insert the specimen collection swab (blue shaft swab in the package with the green printing) 2 to 4 cm into the urethra.

k. Gently rotate the swab clockwise for 2 to 3 seconds in the urethra to ensure adequate sampling.

l. Withdraw the swab carefully.

m. Remove the cap from the swab specimen transport tube and immediately place the specimen collection swab into the specimen transport tube.

n. Carefully break the swab shaft at the score-line; use care to avoid splashing of the contents.

o. Recap the swab specimen transport tube tightly.

p. Label the tube with patient information and date/time collected.

3.  Vaginal Swab Specimen Collection:

a.  Remove the swab from the package.  Hold the swab, placing your thumb and forefinger in the middle of the swab shaft covering the score line.
b.  Carefully insert the swab into the vagina about 2 inches (5 cm) past the introitus and gently rotate the swab for 10 to 30 seconds. Make sure the swab touches the walls of the vagina so that moisture is absorbed by the swab. 

c.  Withdraw the swab without touching the skin.
d.  While holding the swab in the same hand, unscrew the cap from the tube. Do not spill the contents of the tube. If the contents of the tube are spilled, use a new APTIMA Vaginal Swab Specimen Collection Kit. 

e.  Immediately place the swab into the transport tube so that the tip of the swab is visible below the tube label. 

f.  Carefully break the swab shaft at the score line against the side of the tube and discard the top portion of the swab shaft. Do not spill the contents of the tube. If the contents of the tube are spilled, use a new APTIMA Vaginal Swab Specimen Collection Kit. 

g.  Tightly screw the cap onto the tube. 

h.  Label the tube with patient information and date/time collected.

4. Throat Swab Specimen Collection:
a.    Throat swab specimens are collected using the Gen-Probe Aptima Unisex Swab Specimen Collection Kit.

b.   Using a tongue blade to hold the tongue down, look at the back of the throat and tonsillar area for inflammation and exudates.
c.  Carefully but firmly rub the swab over the inflamed areas or over the tonsils and posterior     pharynx.
d.  Do not touch the cheeks, teeth or gums with the swab.
e.  Remove the cap from the swab specimen transport tube and immediately place the specimen collection swab into the transport tube.

f.  Carefully break the swab shaft at the score-line; use care to avoid splashing of the contents.

g.  Recap the swab specimen transport tube tightly.

h.  Label the tube with patient information and date/time collected.

i.   Testing for throat swabs is only available at the MDCH Lansing lab. 

5.  Rectal Swab Specimen Collection:
a.    Rectal swab specimens are collected using the Gen-Probe Aptima Unisex Swab Specimen Collection Kit.

b.   Swab the anal crypts just inside the anal ring.  Rotate the swab and remove.   Avoid fecal contamination as much as possible.  If the swab is grossly contaminated with fecal material, discard it and collect another specimen.

c.   Remove the cap from the swab specimen transport tube and immediately

      lace the specimen collection swab into the transport tube. Do not discard the preservative in the tube.

d.   Carefully break the swab shaft at the score-line; use care to avoid splashing of contents. Re-cap the swab specimen transport tube tightly. Dispose the swab shaft following your institutions policy for contaminated medical waste.
e.  Recap the swab specimen transport tube tightly.

f.   Label the tube with patient information and date/time collected.

g.   Testing for rectal swabs is only available at the MDCH Lansing lab. 

B.  Urine Specimen Collection:

1. Urine Specimen Collection:

a. The patient should not have urinated for at least one hour prior to specimen collection.

b. Direct patient to provide a first-catch urine (approximately 20 to 30 mL of the initial urine stream) into a urine collection cup free of any preservatives. Collection of larger volumes of urine may result in specimen dilution that may reduce test sensitivity. Female patients should not cleanse the labial area prior to providing the specimen.

c. Wearing gloves, remove the cap and transfer 2 mL of urine into the urine specimen transport tube using the disposable pipette provided. The correct volume of urine has been added when the fluid level is between the black fill lines on the urine transport tube label.  Specimens not filled between the black fill lines are unsatisfactory and will not be tested.
d. Re-cap the urine specimen transport tube tightly. This is now known as the processed urine specimen.

e. Label tube with the same name/unique identifier used on the test requisition and date/time collected.

C.  Specimen transport and storage before testing:

1. Swab specimens:

      After collection, transport and store the swab in the swab specimen transport tube at 2( to 30(C until tested. Specimens must be assayed with the APTIMA Assay within 60 days of collection.
2. Urine Specimens:

After collection, transport the processed urine specimens in the GEN-PROBE APTIMA urine specimen transport tube at 2( to 30(C and store at 2( to 30(C until tested. Processed urine specimens should be assayed with the APTIMA Assay within 30 days of collection.

3. Please ship all specimens as soon as possible after collection to decrease the possibility of indeterminate results.

IV.  LIMITATIONS OF THE PROCEDURE

1. Swab specimens were evaluated in the APTIMA Assay for interference by blood, gynecological lubricants, and spermicides. Urine specimens were evaluated for interference by blood, commonly used vitamins, minerals, and over-the-counter pain relievers. The data indicated no assay interference by these substances.

2. The effects of tampon use, douching, and specimen collection variables have not been assessed for their impact on the detection of C. trachomatis or N. gonorrhoeae.

3. The presence of mucus in endocervical samples does not interfere with the detection of C. trachomatis or N. gonorrhoeae by the APTIMA Assay. However, to ensure collection of cells infected with C. trachomatis, columnar epithelial cells lining the endocervix should be sampled. If excess mucus is not removed, sampling of these cells is not ensured. 

4. Use of this assay is limited to personnel who have been trained in the procedure. Failure to follow the instructions given in this insert may result in erroneous results.

5. This method has been tested using endocervical and male urethral swab specimens, vaginal swabs, and female and male urine specimens only. Performance with rectal and pharyngeal swabs has been determined by testing performed at the Michigan Department of Community Health.  Performance with other specimens has not been assessed. Specimens other than those collected with the APTIMA Unisex Swab Specimen Collection Kit for Endocervical and Urethral Swab Specimens, the APTIMA Vaginal Swab Collection Kit, and the APTIMA Urine Collection Kit for Male and Female Urine Specimens have not been evaluated.

6. Urine sampling is not designed to replace cervical exams and endocervical samples for diagnosis of female urogenital infections. Patients may have cervicitis, urethritis, urinary tract infections, or vaginal infections due to other causes or concurrent infections with other agents.

7.  The APTIMA Assay is not intended for the evaluation of suspected sexual abuse or for other medico-legal indications. For those patients for whom a false positive result may have adverse psychosocial impact, the CDC recommends retesting by a method using an alternate technology.
8. Reliable results are dependent on adequate specimen collection. Because the transport system used for this assay does not permit microscopic assessment of specimen adequacy, training of clinicians in proper specimen collection techniques is necessary. 

9. Therapeutic failure or success cannot be determined with the APTIMA Assay since nucleic acid may persist following appropriate antimicrobial therapy.

10. Results from the APTIMA Assay should be interpreted in conjunction with other laboratory and clinical data available to the clinician.

11.  A negative result does not preclude a possible infection because results are dependent on adequate specimen collection. Test results may be affected by improper specimen collection, technical error, or specimen mix-up.

12.  The APTIMA Assay provides qualitative results. Therefore, a correlation cannot be drawn between the magnitude of a positive assay signal and the number of organisms in a specimen.

13.  Performance characteristics for detecting C. trachomatis and N. gonorrhoeae are derived from high prevalence populations. Positive results in low prevalence populations should be interpreted carefully with the understanding that the likelihood of a false positive may be higher than a true positive.
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