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Item 8.01 Other Events.
 
In May 2019, OpGen, Inc. (the “Company”) filed a 510(k) submission with the U.S. Food and Drug Administration, or the FDA, seeking clearance of its
Acuitas AMR Gene Panel (Isolates) diagnostic test. In July 2019, the Company received an Additional Information, or AI, Request from the FDA detailing a
number of questions related to the submission. At the time, questions from the FDA focused on the intended use of the test including the correlation between
marker detection and antibiotic resistance, the level of evidence to support resistance marker/organism claims, whole genome sequencing, or WGS, test
validation and use as a comparator method, clinical performance of the test compared to WGS and further analysis of individual study results, in silico
analysis to support test evaluations, further analysis of analytical study results, additional information regarding instrumentation for use with the test, and test
reporting and labeling. On January 6, 2020, OpGen filed a formal response to the FDA’s July 2019 AI Request. Subsequently, the FDA issued a second AI
Request on January 17, 2020 to formalize additional questions and remaining requests for information from the earlier July 2019 AI Request. OpGen will
continue to work interactively with the FDA to provide responses necessary to address questions related to the submission as well as additional questions that
may arise through this second interactive response review process.
 
 
 
 

 
 



 
 

 
SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the
undersigned, thereunto duly authorized.

       
Date: January 23, 2020  OpGen, Inc.
    
  By:  /s/ Timothy C. Dec
    Name:  Timothy C. Dec
    Title:  Chief Financial Officer

 


