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Summary Statement of Deficiencies

D5417 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(d)

(d) Reagents, solutions, culture media, control materials, calibration materials, and 
other supplies must not be used when they have exceeded their expiration date, have 
deteriorated, or are of substandard quality.

This STANDARD is not met as evidenced by:
Based on surveyor review of laboratory records and interview with a technical 
consultant, staff A, the laboratory used expired reagents to perform potassium 
hydroxide (KOH) testing for three of three patient tests between February 2-12, 2025. 
Findings include: 1. Review of laboratory records showed KOH Lot 240806-020 
expired on February 2, 2025, and KOH Lot 241227-038 was opened on February 12, 
2025. 2. Review of patient testing in the laboratory information system (LIS) showed 
three KOH patient tests had been performed between February 2, 2025, and February 
12, 2025. 3. Interview with staff A on March 27, 2025, at 1:00 PM confirmed the 
laboratory used expired reagents to perform KOH testing. This is a repeat deficiency 
from August 1, 2023.
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