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C. trachomatis, N. gonorrhoeae PCR assay

PCR assay for the detection of N. gonorrhoeae, C. trachomatis using GEN-PROBE® APTIMA Combo 2 kit®
ANALYTES TESTED:   

Neisseria gonorrhoeae and Chlamydia trachomatis  
USE OF TEST: 

To detect Neisseria gonorrhoeae, Chlamydia trachomatis from endocervical, urethral, throat, rectal, vaginal swabs, and urine. 
SPECIMEN COLLECTION AND SUBMISSION GUIDELINES:

· Test Request Form DCH-1248
· Testing of rectal, vaginal, and pharyngeal specimens from patients under 14 years of age require preapproval by management. Please call Nicole Ayres(Food, Enteric & STI Unit Manager) 517-335-2432 or Dr. Kimberly McCullor (Microbiology Section Manager) 517-335-9641 for approval prior to specimen submission.  

· All medico-legal specimens must include a completed (at time of collection) Chain of Custody form MDHHS-6049.
· Specimen Submission Guidelines

DCH-0973 for endocervical and urethral, 

DCH-0972  for vaginal, throat, and rectal swab collection
DCH-0975  for urine

DCH-0972S  patient information sheet for SELF COLLECTED vaginal swabs.
· Transport Temperature:  Frozen to ambient (<0ºC to 30ºC)
· Patient Preparation:  None
SPECIMEN TYPE:

· Specimen Required:  For N. gonorrhoeae, C. trachomatis testing: Endocervical, urethral, throat, rectal, vaginal swab, female, and male urine. Note: Self-collected, in clinic, vaginal swabs are an approved source for testing. All other sources must be collected by a clinician. 
· Minimum Acceptable Volume:  2 ml for urine. Volume must be within the 2 black lines on the transport tube.
· Container & Shipping Unit:

· Unisex swab collection kit (Shipping Unit 2; DCH-0973) for endocervical and male urethral specimens.  

· Multitest swab collection kit (Shipping Unit 2-V; DCH-0972) for vaginal, throat, and rectal specimens.

· Urine transport tube (Shipping Unit 2-U; DCH-0975) for urine specimens.
SPECIMEN REJECTION CRITERIA:

· Specimens received in an unlabeled container, incomplete test request form, or the specimen label does not match the test request form. Specimens lacking two unique patient identifiers may not be tested (i.e., patient name, date of birth, patient submitter number).
· Specimens submitted in an inappropriate manner, i.e., are not shipped according to either Federal Postal Regulations and/or United Parcel Service/ Federal Express or other applicable, appropriate standards.
· Specimens received outside of appropriate transport temperature may not be tested.
Specimens will also be rejected if:
· The specimen container is received leaking or has been contaminated by another leaking specimen in the same bag.

· The specimen is not properly labeled, or the test requisition not completed.

· The specimen label does not match the test requisition.

· The collection device was expired on date of collection.

· The specimen was collected more than 30 days for urine and 60 days for others prior to receipt.

· Specimen is collected with the wrong collection device.

· Urine volume does not fall between the two black lines on the collection tube.
TEST PERFORMED:

· Methodology:  GEN-PROBE® APTIMA RNA Amplification
· Turn Around Time:  Typically, tests are reported within one day of receipt.  Specimens requiring follow up testing may take up to three working days.
· When Performed:  The tests will be performed ONLY during business hours at the MDHHS Lansing Laboratory (8AM – 5PM Monday – Friday).
RESULT INTERPRETATION:  

A positive result indicates that C. trachomatis / N. gonorrhoeae is present in the sample and strongly supports a diagnosis of Chlamydia/Gonorrhea infection.
REFERENCE RANGE:


Not Applicable

FEES: 


· The current fee is $58.10 for Chlamydia trachomatis and Neisseria gonorrhoeae testing. Medicaid or private insurance will be billed based on information provided with the requisition.  If no billing information is provided, the submitter will be billed.

· Billed testing:

· Straight Medicaid or Medicaid Health Plan (MHP or MCO) Information (include leading letters on MCOs - if applicable) 

· Private Insurance Information

· Patient address

As a requirement for this testing funded by federal agency, it is expected the patients will be selectively screened and the reason for testing will be checked on the form.  
NOTES:

· Requests for testing must include a DCH-1248 Test Request Form even if the C. trachomatis / N. gonorrhoeae/ T. vaginalis tests are submitted on non-bill requisitions (DCH-1167 or DCH-1167C).

· Submit specimens as soon as possible after collection to avoid any potential errors in reporting or expiration of specimen.  Urine must be tested within 30 days of collection, and swabs within 60 days of collection.

· Test performance has been validated on samples from patients attending STD, OB/GYN, family planning (FP) and adolescent clinics. 

· Test-of-cure is not recommended as a routine procedure immediately after therapy for C. trachomatis or N. gonorrhoeae infections.  Non-culture tests should NOT be performed less than 4 weeks after completion of antimicrobial therapy, due to the presence of nonviable organisms may produce false-positive results.  CDC recommends repeat testing of positive patients 3-6 months (up to one year) after treatment to assist in the identification of repeat infections.
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