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Summary Statement of Deficiencies

D6094 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(5)

The laboratory director must ensure that the quality assessment programs are 
established and maintained to assure the quality of laboratory services provided and to 
identify failures in quality as they occur.

This STANDARD is not met as evidenced by:
Based on surveyor review of laboratory records and interview with office manager, 
staff A, the laboratory director did not maintain the quality assessment program to 
ensure the quality of laboratory services were assessed to identify failures in quality 
that require corrective action for three of three accuracy checks in 2020 and 2021. 
Findings include: 1. Review of "Confidential Peer Review Document Quality Control 
Evaluation/Slide Examination" forms for 2020 and 2021 showed no documentation of 
review by the laboratory director. 2. Interview with staff A on July 19, 2021 at 9:40 
AM confirmed the laboratory director did not maintain the quality assessment 
program to ensure the quality of the laboratory services were assessed to identify any 
failures in quality that require corrective action for three of three accuracy checks in 
2020 and 2021.
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