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Summary Statement of Deficiencies

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 observation, record review and interview, the laboratory used expired
reagents on their Beckman Coulter Access 2 Immunoassay Analyzer and calibrators
on their Beckman Coulter AU480 Chemistry Analyzer. Findings: 1. During
examination of the laboratory's refrigerator on 11/13/19, an expired bottle of Access
System Check Solution lot number 123452 expiration date 2019-09-30 was found.
The bottle label contained a handwritten date of "11/04." During an interview on 11/13
/19 at 1:02 PM, Testing Personnel A verified that the bottle was opened on 11/04/19
and that was the first date the expired reagent was used. 2. During examination of the
laboratory's refrigerator on 11/13/19, an expired bottle of Lyophilized Chemistry
Cdlibrator Level 1 lot number 9610161 expiration date 2019-08-31 and Lyophilized
Chemistry Calibrator Level 2 ot number 9610261 expiration date 2019-08-31 was
found. The bottle label contained a handwritten date of "11/04." Review of calibration
records showed that the Creatinine calibration was performed on 10/16/19. No other
calibrators for Serum Creatinine were located. During an interview on 11/13/19 at 1:3
PM, Testing Personnel B stated that they stopped testing patients the last day of
October, 2019. During an interview on 11/13/19 at 2:44 PM, Testing Personnel B
stated that the calibrators were only used for the Serum Creatinine, and acknowledged
that the calibration for Serum Creatinine was performed on 10/16/19.



