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D2003 ENROLLMENT
CFR(s): 493.801(a)(2)(ii)

For those tests performed by the laboratory that are not included in subpart I of this 
part, a laboratory must establish and maintain the accuracy of its testing procedures, in 
accordance with 493.1236(c)(1)

This STANDARD is not met as evidenced by:
Based on a review of laboratory records and an interview with the laboratory lead on 2
/11/2022 , the laboratory failed to verify the accuracy of potassium hydroxide (KOH) 
preparations. The findings include: 1. A review of laboratory KOH records identified 
that the laboratory failed to verify the accuracy of KOH preparations biannually for 
2021. 2. An interview with the laboratory lead on 2/11/2022 at 12:50 pm confirmed 
that the laboratory failed to verify the accuracy of KOH preparations biannually for 
2021. 3. The laboratory reports performing 140 KOH preparations annually.

D5407 PROCEDURE MANUAL
CFR(s): 493.1251(d)

Procedures and changes in procedures must be approved, signed, and dated by the 
current laboratory director before use.

This STANDARD is not met as evidenced by:
Based on review of pathology laboratory policies and procedures and an interview 
with the laboratory lead on 2/11/2022, the Laboratory Director failed to approve, sign 
and date the laboratory policies and procedures. The findings include: 1. A record 
review of the pathology laboratory policies and procedures manual identified that the 
Laboratory Director failed to approve, sign and date 17 of 17 policies and procedures. 
2. An interview with the laboratory lead on 2/11/2022 at 9:43 am confirmed that the 
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Laboratory Director failed to approve the policies and procedures for the pathology 
laboratory. 3. The laboratory reports performing 12,000 pathology tests annually.


