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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:

Based on procedure manual and laboratory logs record review and interview with the
Practice Administrator, the Laboratory Director failed to have a Quality Assurance
procedure. Findings included: During the procedure manual record review, it was
discovered the procedure manual did not include a Quality Assurance procedure.
During the record review of the laboratory's logs, it was found that documentation of
quality assurance activities was missing from the laboratory's records. During an
interview on 05/15/2018 at 1:00 p.m, the Practice Administrator confirmed that the
laboratory did not have a Quality Assurance procedure.



