
  

  
  
April 29, 2020  
  
Jeff Shuren, MD, JD,   
Director, Center for Devices and Radiological Health (CDRH)  
U.S. Food and Drug Administration  
10903 New Hampshire Avenue  
Silver Spring, MD  20993  
  
Dear Dr. Shuren:  
  
I am writing on behalf of the American Society for Clinical Pathology (ASCP) to first recognize your 
leadership in helping the federal government move quickly to improve our diagnostic laboratory testing 
capacity. Second, we request that you help the healthcare community address potential confusion in 
upcoming test approvals related to COVID-19 antigen testing.   
  
We are grateful that the Food and Drug Administration has been responsive and is helping address patient 
health care needs in the time of COVID-19. Thank you again for inviting us to the recent small group 
discussion regarding serologic testing for COVID-19. We would be happy to join future discussions to 
help advise the agency and/or communicate your challenges and needs back to our community.   

Recently, there has been much discussion of the role that antigen testing could play in addressing patient 
care needs and policy related to COVID-19. We recognize the promise that COVID-19 antigen testing 
may offer and how identifying specific viral surface proteins could afford a rapid diagnosis of infection.  

The clinical pathology and microbiology community has substantial experience with antigen detection 
testing for influenza and for a variety of other analytes. There is substantial literature on the performance 
of these assays, which is expected to be transferable to antigen testing to COVID-19. As you know, these 
antigen detection tests lack sensitivity, but often have excellent specificity, when used in situations of 
appropriate prevalence. The diminished sensitivity of these assays means that negative test results should 
be followed up with a confirmatory test (ie. a COVID-19 RT-PCR assay). By way of example, the 
commonly used Group A Streptococcus antigen detection tests have had specimens with negative test 
results reflex to culture and, more recently, PCR.   
  
ASCP respectfully requests that if COVID-19 antigen detection tests are allowed into the clinical market 
and/or an Emergency Use Authorization (EUA) plan for antigen tests is being considered that the FDA 
complement this with guidance concerning the appropriate use of these products. We look forward to 
continuing our work with the FDA to help address urgent patient care needs. If we can be of assistance on 
this or any issue, please contact me at XXXXX@XXXXXX.XXX or XXX.XXX.XXXX.  

Sincerely,   

  
Gary Procop, MD, MS, FASCP  



Chair, Commission on Science Technology and Policy  
American Society for Clinical Pathology  
   
cc:  Timothy Stenzel, MD, PhD, OIVDRH  
 Elizabeth Hillebrenner, CDRH  
  


