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Title: PRC-PALM-5.17 polpro-stw 1 New Test Announcement Instructions 
	Test Name:   M. tuberculosis PCR (TBPCR)                                                     
Test Change Effective Date : 02/20/2019                                                                 Memo Release Date : 2/11/2019                                                                                                                                                

	[bookmark: _GoBack]Test background 

· Intended Use: Rapid molecular assay for the detection of Mycobacterium tuberculosis complex in expectorated or induced sputum. The assay also detects rifampin resistance associated mutations of the rpoB gene. 
· Target Population: TBPCR is intended for use with specimens from patients with clinical suspicion of tuberculosis (TB) and who have received no anti-tuberculosis therapy, or less than three days of therapy. This assay is not intended as a replacement for mycobacterial culture. TBPCR will be available only for patients placed in airborne isolation with clinical suspicion of M. tuberculosis infection. Specimens from patients not in airborne isolation will be rejected for TBPCR. 
· Test Utilization: An order for M. tuberculosis PCR in EPIC will trigger two separate stat orders for sputum samples 8hrs apart. Preferably one of the specimens should be an early morning specimen. TBPCR should not be used to determine whether to place patients into airborne isolation but to determine whether they can be removed from airborne isolation. TBPCR will also be reflexively performed on patients with Acid Fast Bacilli (AFB) smear positive sputum specimens with no prior history of AFB infection. 
· Limitations: Negative TBPCR does not rule out tuberculosis infection in AFB smear negative patients with clinical suspicion of TB infection. TBPCR must always be used in conjunction with AFB culture. Three AFB cultures on sputum specimens 8hrs apart are still required to rule out TB infection – TBPCR can be used to remove patients from airborne isolation but does not rule out TB infection in AFB smear negative patients. TBPCR cannot be used to monitor response to therapy. 
· TBPCR will be performed at HFHS Core Microbiology laboratory 7 days/week between 7am -9pm although specimens will be accepted 24/7. Results will typically be available in 3-4 hrs. Positive results will be communicated as a critical value. 


	Link(s) To Medical Literature:
1; Marlowe et al, JCM Apr. 2011, p. 1621–1623
2; Consensus statement on the use of Cepheid Xpert MTB/RIF assay in making decisions to discontinue airborne isolation precautions in healthcare settings. http://www.tbcontrollers.org/docs/resources/NTCA_APHL_GeneXpert_Consensus_Statement_Final.pdf


	Report Content:

TBPCR    M tuberculosis PCR
SPTB         Specimen type                               SPUTUM
TBRSLT     M tuberculosis complex DNA     DETECTED
RIFRES      Rifampin Resistance                     DETECTED
TBCMT      Comment                                      Rifampin resistance is often an indication of multidrug resistance to tuberculosis (MDR TB), which is defined as resistance to at least rifampin (RIF) and isoniazid (INH). Test performed by GeneXpert real time PCR


	Result Interpretation 
· Use two negative TBPCRs on sputum samples collected 8hrs apart to rule out infectious TB and remove patient from airborne isolation. For AFB smear positive patients, one negative TBPCR is adequate to rule out infectious tuberculosis. 
· Sensitivity is excellent in smear positive specimens but does not rule out TB infection in smear negative specimens. TBPCR had 98% agreement with culture for smear positive specimens but only 72% agreement for smear negative specimens (1). The TBPCR does not differentiate between the species of the MTB-complex (i.e., M. tuberculosis, M. bovis, M. africanum, M. canettii, M. microti, M. caprae, M. pinnipedi, M. mungi, and M. orygis).
· Specimens that have both TB-complex DNA and rifampin-resistance associated mutations of the rpoB gene detected by TBPCR must have results confirmed by routine susceptibility testing. Resistance to rifampin is often associated with resistance to other anti-TB drugs such as isoniazid


	Acceptable Specimen Source(S):
· Expectorated or induced sputum in a sterile container. 
· The same specimen can be used for both TBPCR and AFB culture. 
· Volume required: 5ml 


	Causes For Rejection 
· Smear positive patients with AFB cultures positive for atypical mycobacteria in the previous 12 months will be rejected for TB PCR. Any exceptions will require approval from both Infectious Disease and Microbiology senior staff.
· Patients with 2 negative TBPCR results will not be retested for 30 days.
· Patients with positive TB culture or PCR will not be tested using TB PCR for 6 months. Platform is not approved for patients on therapy.
· Specimens from patients who are not in airborne isolation will be rejected for TBPCR. 

	For More Information: 
For Questions About This Specific New Test Contact : Dr. Samuel or Tibbetts @313-916-1041
http://pathology.hfhs.org/lug Search our Electronic Lab Users Guide Test Catalog 
313.916. LABS (5527) for Lab Customer Service or to speak with a Pathologist 
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