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Why Rapid Antibody Tests? 
Antigens are proteins that are found on the surface of the pathogen.  Antigens are unique to that 
pathogen.  When an antigen enters the body, the immune system produces antibodies against it.  
Lymphocytes, a type of white blood cell, recognizes the virus antigen as being foreign and then produces 
antibodies that are specific to that antigen.  Once the invading pathogen has been destroyed the 
immune response usually winds down.  The rapid antibody tests inform providers and patients of which 
antibodies appear in the blood (if the patient has the virus - with or without symptoms) and/or had the 
virus (“can I go back to work?”) 
 
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., in fact, only 8 of the 170+ registered manufacturers with the FDA have permission from 
China to export to the U.S.  The “junk product” reached the news and has somewhat given a “black eye” 
to rapid antibody tests.  This very unfortunate situation will NOT repeat itself. 

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 (toxicology), 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).  Our five manufacturers have very high accuracy ratings, validated by 
third party universities and health systems. 

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 with a moderate CLIA license can then bill insurance for the 
collection of the specimen and administration of the test.  EUA does not mean cleared and the lack of an 
EUA does not prevent testing.  Biohit, Healgen and Premier have received their EUA. 

CLIA Waiver 
These tests are NOT approved for at-home use (or for an employer to test employees without a 
healthcare provider).  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 to date. 

 

 



Legislation –Reporting Requirements 
On March 27, 2020, Public Law 116-136, § 18115(a), the Coronavirus Aid, Relief, and Economic Security 
(CARES Act), required “every laboratory that performs or analyzes a test that is intended to detect SARS-
CoV-2 or to diagnose a possible case of COVID-19” to report the results from each such test to the 
Secretary of the Department of Health and Human Services (HHS).  It also says “All laboratories—
including laboratories, testing locations operating as temporary overflow or remote locations for a 
laboratory, and other facilities or locations performing testing at point of care or with at-home 
specimen collection related to SARS-CoV-21—shall report data for all testing completed, for each 
individual tested, within 24 hours of results being known or determined, on a daily basis to the 
appropriate state or local public health department based on the individual’s residence.” 

ImageMover 
Our exclusive relationship with ImageMover complies with the CARES Act and Records and Reports tests 
to the appropriate authorities, as well as downloads picture and results to the patient’s medical record 
and smart phone to display results of test when required to do so.  Set-up fees are waived and our 
negotiated rate is only $2.95 per image.  See 3-minute overview video - View Here 

Manufacturers 
Biohit Healthcare – EUA Issued - Sensitivity IgG 100%, IgM 100%- Specificity IgG 100%, IgM 97.6% as per 
Yale case study of 1,892 patients (14+ days exposure).  Cost is $17.50. 

Healgen Scientific – EUA Issued - Sensitivity IgG 97.2%, IgM 87.9% - Specificity IgG 100%, IgM 100%.  
Cost is $17.95. 

Oncosem – Turkey - Sensitivity IgG 87.8%, IgM87.8% - Specificity IgG 99.3%, IgM 99.7%.  Cost is $16.50. 

Orient Gene – Sensitivity IgG 97.2%, IgM 87.9% - Specificity IgG 100%, IgM 100%.  Cost is $17.95. 

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

Syntron Bioresearch – USA - Sensitivity IgG 89.4%, IgM89.4% - Specificity IgG 97.7%, IgM 97.7%.  Cost is 
$16.50. 

 

https://vimeo.com/417878496/c043da3901

