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Summary Statement of Deficiencies

D2009 TESTING OF PROFICIENCY TESTING SAMPLES
CFR(s): 493.801(b)(1)

The individual testing or examining the samples and the laboratory director must 
attest to the routine integration of the samples into the patient workload using the 
laboratory's routine methods.

This STANDARD is not met as evidenced by:
Based on review of proficiency testing (PT) records from 2017-2019 and confirmed 
by the Business Operations Project Manager at approximately 10:30 a.m. on 06/27
/2019, the laboratory director failed to attest to the routine integration of PT samples 
into the patient workload for 4 of 5 PT testing events (2018 events 1-3 and 2019 event 
1). At the time of the survey, the laboratory did not have attestation statements signed 
by the laboratory director for 2018 PT events 1-3 and 2019 PT event 1. THIS 
DEFICIENCY IS A REPEAT DEFICIENCY CITED ON 06/22/2017.

D6018 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1407(e)(4)(iii)

The laboratory director is responsible for the overall operation and administration of 
the laboratory, including the employment of personnel who are competent to perform 
test procedures, and record and report test results promptly, accurate, and proficiently 
and for assuring compliance with the applicable regulations. (e) The laboratory 
director must-- (e)(4)(iii) Ensure that all proficiency testing reports received are 
reviewed by the appropriate staff to evaluate the laboratory's performance and to 
identify any problems that require corrective action; 

This STANDARD is not met as evidenced by:
Based on review of proficiency testing (PT) reports for 2017-2019 and interview with 
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the Business Operations Project Manager at approximately 10:30 a.m. on 06/27/2019, 
the laboratory director failed to ensure the review of PT reports by the appropriate 
staff for 4 of 5 PT events (2018 events 1-3 and 2019 event 1). Findings include: 1. PT 
record review revealed that the laboratory director did not document their review with 
a signature and date for 2018 PT events 1-3 and 2019 event 1. 2. The Business 
Operations Project Manager confirmed that the laboratory director did not document 
their review of the PT reports with a signature and date.


