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Summary Statement of Deficiencies

D3009 FACILITIES
CFR(s): 493.1101(c)

The laboratory must be in compliance with applicable Federal, State, and local 
laboratory requirements.

This STANDARD is not met as evidenced by:
Based on surveyor's review of the Sekisui OSOM Ultra Influenza A & B records and 
an interview with the technical consultant and testing person, the laboratory failed to 
enroll in the NYC Communicable Disease program for reporting both positive and 
negative Influenza A & B test results from January 1, 2020 through March 20, 2020. 
FINDINGS: 1. On September 18, 2020, Executive Order 202.61 was issued requiring 
the following. All clinical labs and POLs or healthcare providers conducting point of 
care (POC) influenza testing must report influenza test results immediately (within 3 
hours of receiving results) through New York State Electronic Clinical Laboratory 
Reporting System (ECLRS). a. Following up on the recent New York State Executive 
Order No. 202.61, on September 18, 2020, the New York City Department of Health 
and Mental Hygiene issued an alert advising providers that perform all point-of-care 
(POC) influenza testing must report influenza test results electronically via the New 
York State Electronic Clinical Laboratory Reporting System (ECLRS). 2. The 
laboratory implemented the Influenza A & B testing using the OSOM Ultra Influenza 
A & B on January 1, 2020. 20 patients were tested from January 1, 2020 through 
January 31, 2020, with 2 positive and 18 negatives reported. 15 patients were tested 
from February 3, 2020 through February 27, 2020, with 2 positive and 13 negatives 
reported. 12 patients were tested from March 2, 2020 through March 20, 2020, with 
12 reported as negative.
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