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Detection of M. tuberculosis complex and M. avium complex DNA by Real-time PCR 
ANALYTES TESTED:
Mycobacterium tuberculosis complex (M. tuberculosis, M. bovis, M. bovis BCG, M. africanum, M. canettii, or M. microti) and Mycobacterium avium complex (M. avium, M. avium subsp. avium, M.avium subsp. paratuberculosis, M. intracellulare, M. chimera, M. arosiense, M. colombiense, M. marseillense, M. bouchedurhonense, and M. timonense)
USE OF TEST:
To determine the presence of Mycobacterium tuberculosis complex (MTBC) and/or M.avium complex (MAC) DNA by real time PCR from acid fast, smear positive respiratory clinical specimens. This test is performed directly on the processed clinical specimen.
SPECIMEN COLLECTION AND SUBMISSION GUIDELINES:

Notification of Submission Form required 

Test Request Form DCH-0583

Transport Temperature: Ambient temperature (Do not freeze)
SPECIMEN TYPE:
Specimen Required:
1. Respiratory Specimens: sputum (induced or expectorated), bronchial specimens (bronchial alveolar or bronchial aspirate), or tracheal aspirates
2. Processed spun sediments prepared by other laboratories from specimens listed above will be accepted for testing by prior notification.  Specimen must be less than 5 days old from processing date
3. Non-pulmonary specimens are not validated for this procedure

4. AFB smear negative specimens will only be tested by prior arrangement
5. Testing will not be repeated on a specimen from a patient previously diagnosed with Mycobacterium tuberculosis complex
Minimum Acceptable Volume:  0.5 ml of processed spun sediment
Container: 
6. Sealed, screw capped tube 
7. Shipping Unit: Unit Number 12 (IATA Category B)
SPECIMEN REJECTION CRITERIA:
1. Specimens lacking two unique patient identifiers (i.e., patient name, date of birth, patient submitter number) may not be tested.
2. Specimen source, date of specimen collection, and processing date are necessary
TEST PERFORMED:

Methodology: Real-time PCR
Turnaround Time: Monday-Friday-24 hours, Saturday and Sunday-48-72 hours
Where/When Performed: Monday-Friday, Lansing
RESULT INTERPRETATION:
1. DETECTED –DNA specific for Mycobacterium tuberculosis complex and/or M. avium complex has been detected.

2. Not detected—DNA specific for Mycobacterium tuberculosis complex and/or Mycobacterium avium complex was not detected.

3. Exam Unsatisfactory –PCR test results cannot reliably indicate that either Mycobacterium tuberculosis complex and/or Mycobacterium avium complex is present or absent due to inhibitory substances in the specimen. Please submit another specimen for testing.

4. Indeterminate – PCR test results cannot reliably indicate that Mycobacterium tuberculosis complex and/or Mycobacterium avium complex is present or absent. Please submit another specimen for testing.
FEES:
N/A

NOTES:
1. Positive test results are not quantitative.

2. Use of this PCR test is not validated at MDHHS for testing non-pulmonary specimens, tissues or other body fluids.

3. MDHHS recommends that specimens be tested within 5 days of specimen processing for reliable results.
4. Test results may be affected by specimen collection, transport, and sampling variability.
5.  A negative test does not exclude the possibility of isolating M. tuberculosis complex and/or M. avium complex from the specimen
ALIASES:
PCR for M. tuberculosis
NAA or NAAT for M. tuberculosis
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