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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 record review, and interview, the laboratory failed to 1) at least twice
annually verify the accuracy of the histopathology Mohs' tissue slide examination for
one (2nd six months 2018) of four events reviewed and 2) failed to twice annually
verify the accuracy of the microbiology testing for two (2017 and 2018) of two years
testing. Findingsinclude: 1. Review of the "Mohs Micrographic Surgery Skin
Specimens' procedure states "two cases' will be sent out two times ayear for review
by "another physician and/or hospital” for evaluation. 2. On January 16, 2019 at 10:00
AM, record review of the twice ayear verification of accuracy for the Mohs' tissue
dlide examination revealed the laboratory did not have any documentation to show the
evaluation was performed during the second six months of 2018. 3. On January 16,
2019 at approximately 12:00 PM, lack of records to show documentation for the twice
ayear verification of accuracy for the microbiology mycology and parasitology
testing was not available. 4. On January 16, 2019 at 10:00 AM and approximately 12:
00 PM when requested, the laboratory was unable to provide the surveyor the
documents requested. 5. During the interview on January 16, 2019 at 10:00 AM and
12:00 PM, the office manager confirmed the twice ayear verification of accuracy was
not performed and documented for the Mohs' tissue slide examination for the second
six month evaluation in 2018 and the mycology and parasitology testing for 2017 and
2018.

D5301 TEST REQUEST
CFR(s): 493.1241(a)



The laboratory must have awritten or electronic request for patient testing from an
authorized person.

This STANDARD is not met as evidenced by:

. Based on record review and interview, the laboratory failed to have a electronic
request for patient testing from an authorized person for the microbiology testing for
three (#10 - #12) of 12 patient charts reviewed. Findings include: 1. On January 16,
2019 at 2:15 PM, record review revealed the laboratory did not have a electronic
request for the scabies testing that was performed and resulted in the patient's
electronic medical record (EMR). 2. On January 16, 2019 at 2:15 PM when requested,
the office manager was unable to provide the surveyor the documentation requested.
3. During the interview on January 16, 2019 at 2:15 PM, the office manager
confirmed no electronic orders were available in the patient's EMR file.



