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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 surveyor review of procedure manual, twice-yearly accuracy verification
records, and interview with testing personnel, the laboratory did not evaluate the
results of their accuracy verification quality assessment program. Findings include: 1.
Review of "Proficiency Testing: MOHS micrographic surgery skin specimens’
procedure shows the laboratory's twice-annual accuracy verification quality
assessment program requires sending slides to areference laboratory for evaluation.
The procedure also states the laboratory will match the reference laboratory report to
the in-house diagnosis. 2. Review of accuracy verification records showed no
documented evaluation of results between the reference laboratory report and in-house
diagnosis by the physician to confirm accuracy of results. 3. Interview with Staff A on
December 19, 2019 at 9:33 AM, confirmed the laboratory did not evaluate the results
of their accuracy verification quality assessment program.



