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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5791 ANALYTIC SYSTEMS QUALITY ASSESSMENT

CFR(s): 493.1289(a)(c)

(a) The laboratory must establish and follow written policies and procedures for an
ongoing mechanism to monitor, assess, and when indicated, correct problems
identified in the analytic systems specified in 493.1251 through 493.1283. (c) The
laboratory must document all analytic systems assessment activities.

This STANDARD is not met as evidenced by:

Based on surveyor review of the "Mohs Patient Log", patient records and interview
with the regional clinic manager, staff A, the laboratory did not correct problems
identified when the site in the patient log was corrected for two of two cases. Findings
include: 1. Review of the "Mohs Patient Log" revealed the laboratory corrected the
site from right cheek and right side of nose to left cheek and left side of nose for
patient 1 and patient 2. 2. Review of the patient records for patient 1 and patient 2
showed the "Micrographic Surgery Map" listed the site as right cheek and right side of
nose. Further review of patient records showed the surgical notes for patient 1 and
patient 2 listed the site as |eft cheek and left side of nose. 3. Interview with staff A on
November 15, 2021 at 12:15 PM, confirmed the laboratory did not correct problems
identified when the site in the patient log was corrected for two of two cases. Thisisa
repeat deficiency from September 30, 2019.



