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(X4) 1D Prefix Summary Statement of Deficiencies
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 record review and interview, the laboratory failed to at least twice annually
verify the accuracy of 1) the histopathology Mohs' tissue slide examination for four
(2nd 2016, 1st and 2nd 2017, and 1st 2018) of four twice annual evaluation events and
2) the twice ayear Michigan Dermatological Society examination for four (fall 2016,
spring and fall 2017, and spring 2018) of five seasonal exams. Findingsinclude: 1. On
November 14, 2018 at 9:52 AM, record review of the "Mohs Case Quality Assurance
Form" revealed the laboratory did not perform at least twice ayear verification of
accuracy for the Mohs' specimens processed on-site as follows: a. 2016 - 2nd event b.
2017 - 1st and 2nd events c. 2018 - 1st event 2. On November 14, 2018 at 10:30 AM,
lack of records revealed the laboratory director did not complete and document the
twice ayear (spring/fall) Michigan Dermatological Society examinations as follows:
a. 2016 - no fall b. 2017 - no spring or fall ¢. 2018 - no spring 3. On November 14,
2018 at 9:52 AM when queried, the specimen processing personnel was unable to
provide the surveyor the twice annual verification of accuracy of Mohs' tissue slide
examination and the Michigan Dermatological Society examination. 4. During the
interview on November 14, 2018 at 9:52 AM, the specimen processing personnel
confirmed the twice a year verification of accuracy was not performed and
documented.



