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Summary Statement of Deficiencies

D5417 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(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 review of laboratory procedure manual (PM), reagent lot number log, and 
interview with laboratory testing personnel (TP) #2, the laboratory used expired Easy 
PAP stain in 2018. Findings include: 1. The laboratory staining PM, the laboratory 
director signed on 10/07/2018, states "All solutions are to kept fresh and close 
attention will be kept to the expiration dates." 2. The Easy PAP stain lot log reads as 
follows: Lot Number Expiration 7061 9/2/18 3. All (9 of 9) patient specimens (C18 
512-521) stained using expired Easy PAP from 09/24 to 09/28 in 2018. 4. The TP #2 
confirmed above findings on 10/01/2018 at 11:30 AM. 
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