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Summary Statement of Deficiencies

Noted deficiencies and plans of correction were discussed with the |aboratory
representative(s) at the exit conference. The facility was found to be in compliance
with applicable Conditions of Participation in the CLIA program, and recertification is
recommended.

PROCEDURE MANUAL
CFR(S): 493.1251(a)

A written procedures manual for all tests, assays, and examinations performed by the
laboratory must be available to, and followed by, laboratory personnel. Textbooks
may supplement but not replace the laboratory's written procedures for testing or
examining specimens.

This STANDARD is not met as evidenced by:

Based on review of the laboratory's policies and procedures, patient testing logs, and
interview, the laboratory failed to have testing procedures for KOH (Potassium
Hydroxide) for fungal elements and Mineral Qil for Scabies for nine of nine months
reviewed. Findings follow. A. Review of the laboratory's policies and procedures
showed no policy and procedure for the KOH for fungal elements and Minera Oil for
Scabies. B. Review of patient testing logs showed the laboratory performed the
following number of patient tests: 1. to date in 2022- a. KOH: 11 patient tests,
accession numbers K22-001 - K22-011 b. Scabies: 0 patient tests 2. in 2021- a. KOH:
12 patient tests, accession numbers K21-001, and K21-003 - K21-013 (first tested 06
/10/2021) b. Scabies. 2 patient tests, accession numbers K21-002 and M21-001 (first
tested 10/04/2021) C. Interview with the clinic supervisor on March 17, 2022 at 1215
confirmed they did not have awritten policy and procedure for KOH and Scabies.



