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Tag
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 failuresin quality asthey occur.

This STANDARD is not met as evidenced by:

Note: Thisisarepeat deficiency. The laboratory was cited during the re-certification
survey on 4/10/2017 for not maintaining the quality assurance plan. The plan of
correction stated that this would be corrected. Based on standard operating procedure
manual (SOPM) and quality assurance (QA) record review and interview with the
laboratory director (LD), the LD failed to follow the established QA program to
assure the quality of laboratory services provided and to identify failuresin quality as
they occur. Findings: 1. The procedure, "Quality Assessment Review Meeting" states,
"the Laboratory Director will meet quarterly with al laboratory staff to interactively
discuss problems and ways to improve the quality of laboratory procedures.” 2. A
review of "QA Meeting" worksheets from April, 2017 to March, 2019 showed that
QA meetings were held 4/10/17, 5/8/17, 1/29/18, and 1/14/19. 3. During an interview
on 4/15/19 at 11:00 AM, the LD confirmed that QA meeting were not held quarterly.



