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Sensitivity and Specificity 
Sensitivity measures the percentage of positives that are correctly identified as such.  Sensitivity 
provides a measure of the false negative rate. 

Specificity measures the percentage of negatives that are correctly identified as such.  Specificity 
provides a measure of the false positive rate. 

CLIA is the national organization that validates accuracy of tests performed at labs.  There are low, 
moderate and high complexity certifications.  Most tests are low, relatively few are high.  In order to 
receive a high complexity certification, both sensitivity and specificity must be greater than 95% (which 
is considered to be excellent).  All of our manufacturers have very high accuracy ratings, far greater than 
95% (see below).  Third party validation is important to reduce the margin of error backed by science. 

History of Rapid Antibody Tests in the U.S. 
Unfortunately, in early March, there were many Chinese manufacturers that sent product to the U.S. 
which had 30% - 50% false positive and negative results (junk product).  When this came to the attention 
of the Chinese government, they ceased the ability of those manufacturers to export additional product 
to the U.S.  This reached the news and has somewhat given a “black eye” to rapid antibody tests.  This 
very unfortunate situation will NOT repeat itself. 

EUA Status and the FDA 
On March 16, 2020, President Trump created the Emergency Usage Authorization (EUA) status to 
expedite the availability of tests in the U.S.  The standard FDA process to clear tests simply takes too 
long in a pandemic.  Most manufacturers registered with the FDA within a week.  Unfortunately, the 
FDA did not issue any EUAs in April for rapid antibody blood tests (not serum or plasma).  The advantage 
of the EUA status is that a physician can then bill insurance for the collection of the specimen and 
administration of the test.  Depending upon the EUA designation, a physician might need a moderate 
CLIA certificate.  EUA does not mean cleared 

CLIA Waiver 
These tests are NOT approved for at-home use (or an employer, on their own, testing employees or 
patrons).  In order for the test to be administered WITHOUT a healthcare provider the FDA will need to 
issue a CLIA waiver.  The FDA has not yet done so. 

Manufacturers 
Nantong Egens – Sensitivity IgG 96.88%, IgM 96.88% - Specificity IgG 100%, IgM 100%.  Cost is $16.50.   

Healgen Scientific - Sensitivity IgG 97.2%, IgM 87.9% - Specificity IgG 100%, IgM 100%.  Cost is $16.50. 

Premier Biotech - Sensitivity IgG 99.6%, IgM 97.8% - Specificity IgG 99.2%, IgM 99.5%.  Cost is $17.95. 

 

 


