[image: ]

Precautions Using IGRA Lab Results
For Diagnosis of TB Infection
MMWR Guidelines 2010 Using IGRA’s to Detect TB Infection:
https://www.cdc.gov/mmwr/pdf/rr/rr5905.pdf  page 12 bottom        
IGRA = Interferon Gamma Release Assay – general class of TB blood tests
"In healthy persons who have a low likelihood both of M. tuberculosis infection and of progression to active tuberculosis if infected, a single positive IGRA or TST result should not be taken as reliable evidence of M. tuberculosis infection. Because of the low probability of infection, a false-positive result is more likely. In such situations, the likelihood of M. tuberculosis infection and of disease progression should be reassessed, and the initial test results should be confirmed. Repeat testing, with either the initial test or a different test, may be considered on a case-by-case basis."

See precautions from QuantiFERON manufacturer regarding diagnosis of TB infection in package insert: https://www.qiagen.com/us/resources/resourcedetail?id=ac068fc7-a994-4443-ac7c-dda43ce2bc5e&lang=en  (pdf download link)
Warnings & Precautions: (page 13)
 "A positive QFT-Plus result should not be the sole or definitive basis for determining infection with M. tuberculosis.  Incorrect performance of the assay may cause false-positive results."

Intended for Use with Risk Assessment: (page 5) 
"QFT is an indirect test for M. tuberculosis infection and is intended for use in conjunction with risk assessment, radiography, and other medical and diagnostic evaluations."  
The manufacturer clearly states a diagnosis of TB infection should NOT be based on a single isolated test result, but rather on full evaluation of an individual's history and risk factors for TB exposure including:
· Non-U.S. born   
· extended travel or residence in countries other than Canada, Western Europe, Australia, New Zeeland 
· Health Care workers - occupational exposure 
· employees, volunteers or residents of high-risk group settings such as shelters, correctional facilities, or treatment centers 
· Close contact with a case of TB disease any time in life
· History of substance use or homelessness or work providing services to affected persons

Because the incidence of TB is low in the U.S and technical issues in the lab can skew results,                             the diagnosis of TB infection needs supportive evidence of TB risk in addition to positive lab results. 

In cases of positive results without corresponding TB risk factors, repeat testing is indicated to confirm or rule out false-positive results.  Studies have shown low-positive QFT results close to the cut-off threshold of 0.35 often revert to negative on retesting.  Our TB program considers TB Antigen minus Nil results between 0.35 - 0.7 to be "low positive," and for low risk individuals, repeat testing is recommended. 
[bookmark: _GoBack](Lab notes: Quest reports TB Ant-Nil values on results but LabCorp reports TB Antigen levels without calculating                   TB Antigen minus Nil values. These values must be calculated to identify low-positive results near threshold of 0.35)
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