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Mycobacterial Exam                                  Genetic Amplification Probe Direct Specimen Test for M. tuberculosis complex

ANALYTES TESTED:  Mycobacterium tuberculosis complex
USE OF TEST:  
To determine the presence of Mycobacterium tuberculosis complex (Mtbc) by amplification of Mtbc specific genetic material (mRNA) from acid fast, smear positive respiratory clinical specimens. This is performed directly on the processed clinical specimen.
SPECIMEN COLLECTION AND SUBMISSION GUIDELINES:


Test Request Form DCH-0583  

Specimen Submission Guidelines

Transport Temperature: Ambient (Do not allow to freeze)
SPECIMEN TYPE:


Specimen Required:  
Acceptable specimen types include: sputum (induced or expectorated), bronchial specimens (broncho-alveolar lavage or bronchial aspirate), or tracheal aspirates from patients not receiving antimicrobial therapy for tuberculosis. Genetic amplification testing will not be repeated on a specimen from a patient previously diagnosed with Mtbc.  Specimens containing blood will not be tested. Processed spun sediments prepared by other TB laboratories from specimens listed above will be accepted for testing only by prior arrangement and notification.  Specimen must be less than 72 hours old. Non-pulmonary specimens will not be tested. AFB smear negative specimens will only be tested by prior arrangement.
Minimum Acceptable Volume:  Minimum quantity of 0.5 ml of processed spun sediment.

Container:  Sealed, screw cap tube.

Shipping Unit:  Unit 12 (IATA Category B).
SPECIMEN REJECTION CRITERIA:

Critical Data Needed For Testing:


Patient name

Patient date of birth 
Specimen source

Date of specimen collection

Submitter name, address and phone number

Specimens of any type will be subject to rejection if they:
· are of insufficient quantity

· are from a non-pulmonary source 

· are tissue

· are bloody

· are received broken or leaking

· are from a patient previously diagnosed with Mtbc
· are processed spun sediments referred by another laboratory without prior arrangement with the MDCH TB laboratory (517-335-9636) and prior notification, i.e. Faxing a completed “MDCH notification FAX submission sheet”
· are received with either the specimen container not labeled or test request form does not contain critical data or does not agree with the information on the specimen
· are not shipped according to IATA shipping regulations
· are received in a time frame which is detrimental to the intended use of the test (i.e., >72 hours old)
· are received from a patient with a history of MOTT infection without new changes in clinical presentation.
TEST PERFORMED:

Methodology:  Gen Probe (MTD)Direct Amplified Genetic Probe for M.tuberculosis complex (RNA  PCR assay)

Turn Around Time:  Specimens received Monday through Friday – same day.
Specimens received on Friday after 1:00 PM - 72 hrs.


When Performed:  Monday through Friday.
RESULT INTERPRETATION:
1. Positive – mRNA specific for Mycobacterium tuberculosis complex indicates that M. tuberculosis, M. bovis, M. bovis BCG, M. africanum, or M. microti has been detected in the clinical specimen, i.e. positive for Mtbc. 

2. Negative – mRNA specific for Mycobacterium tuberculosis complex has not been detected, i.e. negative for Mtbc.
3. Unsatisfactory – MTD test results cannot reliably indicate either that Mycobacterium tuberculosis complex is present or absent due to presence of inhibitory substances in the specimen.
4. Inconclusive – MTD test results cannot reliably indicate that Mycobacterium tuberculosis complex is present or absent due to a borderline result.


Reference Range: N/A
FEES: 
N/A

NOTES:  

Blood in the specimen may cause equivocal results.
Positive test results are not quantitative.
The MTD assay is not a test of cure or viability of the Mtbc. 
Use of the MTD test is not validated at MDCH for testing non-pulmonary specimens, tissues or other body fluids.
MTD product literature recommends that specimen be tested within 72 hours for reliable results.
ALIASES: 
PCR for Mtbc

Direct Genetic Probe for Mtbc

Nuclear Amplification Test for Mtbc
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