
 
August 6, 2020 

 
 
 
Autobio Diagnostics Co. Ltd. 
c/o Andre Hsiung  
Hardy Diagnostics  
1430 West McCoy Lane 
Santa Maria, CA 93455  
 
Re:  Revocation of EUA200349 
 
Dear Mr. Hsiung: 
 
This letter is to notify you of the revocation of EUA200349, the Emergency Use Authorization (EUA) 
for Autobio Diagnostics Co. Ltd.’s (you, your, or Autobio’s) Anti-SARS-CoV-2 Rapid Test, issued on 
April 24, 2020. The authorization of a device for emergency use under section 564 of the Federal 
Food, Drug, and Cosmetic Act (the Act) (21 U.S.C. 360bbb-3) may, pursuant to section 564(g)(2)(B) 
and (C) of the Act, be revoked when the criteria in section 564(c) for issuance of such authorization are 
no longer met, or other circumstances make such revocation appropriate to protect the public health or 
safety. FDA has decided to revoke your EUA based on both of these grounds. 
 
On April 24, 2020, FDA authorized the emergency use of Autobio’s Anti-SARS-CoV-2 Rapid Test for 
the qualitative detection and differentiation of IgM and IgG antibodies to SARS-CoV-2 in human 
plasma from anticoagulated blood (Heparin/ EDTA/ sodium citrate) or serum as an aid in identifying 
individuals with an adaptive immune response to SARS-CoV-2, indicating recent or prior infection. 
The authorized labeling for your test included clinical performance estimates, for all samples collected 
regardless of time since symptom onset, of 85.43% (346/405) positive percent agreement (PPA) for 
IgM, 86.17% (349/405) PPA for IgG, 88.15% (357/405) PPA for combined IgM/IgG, and 99.04% 
(309/312) negative percent agreement (NPA) for combined IgM/IgG. For samples collected 15 or more 
days after onset of symptoms, the performance estimates were 95.7% (289/302) PPA for IgM, 99.0% 
(299/302) PPA for IgG, and 99.0% (299/302) PPA for combined IgM/IgG. 
 
FDA determined that the Anti-SARS-CoV-2 Rapid Test may be effective for the qualitative detection 
and differentiation of IgM and IgG antibodies to SARS-CoV-2 in human plasma from anticoagulated 
blood (Heparin/ EDTA/ sodium citrate) or serum, and that the known and potential benefits of the test 
outweigh the known and potential risks for its use, based on the information available to the Agency at 
the time of that determination, including clinical performance data submitted by Autobio. Based on the 
results of new testing, FDA has determined that the Anti-SARS-CoV-2 Rapid Test does not meet 
current clinical performance estimates for serology tests that are generally necessary to satisfy the 
effectiveness and risk/benefit standards for issuance of an EUA. Specifically, the Agency has 
concluded that it is unlikely that this test is effective in detecting SARS-COV-2 IgM antibodies and 
that the known and potential benefits of its use do not outweigh the known and potential risks. 
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Conclusion 
 
After consideration of the totality of scientific evidence available to the Agency, including all of your 
submissions, FDA has determined under section 564(g)(2)(B) that the criteria for issuance of 
emergency authorization in section 564(c) of the Act are no longer met for the Anti-SARS-CoV-2 
Rapid Test.  Under section 564(c)(2) an EUA may be issued only if FDA concludes it is reasonable to 
believe the product may be effective and the known and potential benefits outweigh the known and 
potential risks. Given the poor device performance regarding IgM sensitivity observed in the NCI 
evaluation after authorization of your device, FDA has concluded it is not reasonable to believe the 
product may be effective in detecting IgM antibodies to SARS-CoV-2 or that the known and potential 
benefits of your device outweigh its known and potential risks. In addition, based on the same 
information and the risks to public health from false test results, FDA has concluded under section 
564(g)(2)(C) that other circumstances make revocation appropriate to protect the public health or 
safety. 
 
Accordingly, FDA revokes EUA200349 for the Anti-SARS-CoV-2 Rapid Test, pursuant to section 
564(g)(2)(B) and (C) of the Act. As of the date of this letter, the Anti-SARS-CoV-2 Rapid Test that 
was authorized by FDA for emergency use under EUA200349 is no longer authorized by FDA. As 
such, you are no longer authorized to distribute the Anti-SARS-CoV-2 Rapid Test. If you would like to 
work with FDA to resolve these issues, you may address the issues identified above and continue to 
work with us through a new pre-EUA or EUA request. In the event you submit a new notification to 
FDA for this test, or a notification for a re-designed and/or new test, note that FDA does not intend to 
place that test on the Section IV.D notification list, unless and until an EUA has been issued for such 
test. 
 
If you have questions about this letter, please email Ellen Flannery, Deputy Center Director for Policy, 
Center for Devices and Radiological Health, at Ellen.Flannery@fda.hhs.gov.  
 

 
Sincerely,  

 
 
 
      _____________________________ 

RADM Denise M. Hinton 
Chief Scientist  
Food and Drug Administration 




