
Department of Health & Human Services Form Approved
Centers for Medicare & Medicaid Services OMB No. 0938-0391

10D2178891
06/21/2022

Express Gene Molecular Diagnostics Laboratory 9000 Sw 152 St Ste 209, Palmetto Bay, FL

For information on the provider's plan to correct this deficiency, please contact the provider or the state survey agency.

(X4) ID Prefix 
Tag

Summary Statement of Deficiencies

D0000 A recertification survey conducted on 06/21/2022 found the EXPRESS GENE 
MOLECULAR DIAGNOSTICS LABORATORY clinical laboratory not in 
compliance with 42 CFR Part 493, Requirements for Laboratories.

D2061 VIROLOGY
CFR(s): 493.831(c)

Failure to return proficiency testing results to the proficiency testing program within 
the time frame specified by the program is unsatisfactory performance and results in a 
score of 0 for the testing event.

This STANDARD is not met as evidenced by:
Based on record review and interview, the laboratory failed to submit the proficiency 
results for the subspecialty of Virology for the third event of 2021. Findings include: 
Review of American Proficiency Institute (API) proficiency testing (PT) records 
revealed that the laboratory had zero percent score for SARS-CoV-2 molecular test 
resulting in a zero percent score in Virology in the third event of 2021. During an 
interview on 06/21/2022 at 02:05 PM, the laboratory director explained that the 
laboratory failed to submit the results because the laboratory was not in operations at 
the time of the event of reference.
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