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D5401 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 laboratory procedures, testing personnel competency verification 
documentation and staff interview, the laboratory had no written procedure for 
performance of parasite identification examinations. Findings: 1. Review of testing 
personnel education and training documents showed notations of competency 
verification for potassium hydroxide (KOH) fungal/mineral oil scabies examinations. 
2. In an interview at the site on 10-07-2019, testing person 3 (CMS form 209) stated 
that mineral oil preps for scabies identification were occasionally performed by 
providers. 3. While the laboratory policy manual included a procedure for KOH 
fungal examinations, it did not include a procedure for scabies identification testing. 
This finding was confirmed in the exit interview on 10-07-2019 by testing person 3 
and shared with the laboratory director at that time.
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