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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 surveyor review of Mohs cases including review of the Mohs patient log,
Mohs maps, patient test reports and observation of specimen slides, and interview
with testing personnel, the laboratory director has not established a quality assurance
program that identifies failures in accurate record keeping. Findings include: 1.
Review of three Mohs cases revealed two of the three cases showed inconsistencies
between information on the Mohs patient log, Mohs map, patient test report, or the
specimen slides. Case 1. Observation of specimen slides on October 30, 2019 at 9:00
AM revealed adlide label that included the code "Il 3 A". Review of the log showed
the expected notation would have been "1 2 A". Case 2: Review of the Mohs patient
log showed laboratory staff recorded that the surgery site was on the left side. Review
of the patient report and Mohs map completed by the Mohs surgeon showed the
surgery was on theright side. 2. Interview with testing personnel, staff A, on October
30, 2019 at 9:00 AM confirmed two of three cases reviewed had inconsistencies
between records in the Mohs patient log, Mohs map, patient test report or the
specimen dlides. Staff A also confirmed the log was incorrect for Case 2. Further
interview confirmed a quality assessment program to identify and correct failuresin
maintai ning accurate records was not established.



