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Tag
D5217 EVALUATION OF PROFICIENCY TESTING PERFORMANCE

CFR(S): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure it performs that is not included in subpart | of this part.

This STANDARD is not met as evidenced by:

Based on lack of accuracy verification documentation for review and interview with
the facility personnel, the laboratory failed to verify the accuracy of testing performed
under the sub-specialty of Histopathology at least twice annually during 2017 and
2018. Findingsinclude: 2. No documentation was presented for review during the
survey to indicate that the laboratory verified the accuracy of Mohs testing at |east
twice annually during 2017 and 2018. 3. No documentation was presented for review
during the survey to indicate that the laboratory verified the accuracy of Biopsy
interpretation at least twice annually during 2017 and 2018. 4. The facility personnel
presented a policy that indicated accuracy checks were to be performed twice ayear
(10 total per year) by outside dermatol ogists.

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 review of room temperature and cryostat temperatures for the year 2019 up
to the day of the survey and interview with the facility personnel, the laboratory failed



to provide corrective actions for our of range temperatures for 31 days for the room
temperature and 20 days for the cryostat temperature. Findings include: 1. The log
presented for review referenced both room temperatures and cryostat temperatures
from 01/18/2019 to 05/22/2019 each day that Mohs testing was performed under the
sub-specialty of Histopathology. 2. The room temperature range indicated on the log
was 73F to 77F and the cryostat temperature range indicated on the log was -20C to
--28C. 3. The room temperatures recorded were out of range for 31 out of 31 daysfor
the time period stated above. The cryostat temperatures recorded were out of range 20
out of 31 days for the time period stated above. 4. The facility personnel
acknowledged that there were no corrective actions documented for the out of range
temperatures.



