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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
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 test report, reagent expiration instruction, and interview with the
laboratory manager (LM), the laboratory used expired Quick Link 111 in 2018.
Findingsinclude: 1. The laboratory Quick Link I instruction concludes as follows:
Solution Lot # Expiration (1). Fixation 8061 01-18-2020 (2). Solution 1 3071 03-31-
2015* (3). Solution 2 4133 05-13-2016* * Expired stain reagent 2. The laboratory
2018 patient report summarizes below: Date Patient # Quick Link 111 11/01 01, 02
Performed 11/02 03 Performed 11/05 04 Performed 3. Total 4 patient specimens
tested using expired Quick Link 111 reagents (2 of 3) in November 2018. 4. The
laboratory reported all these (4 of 4) patient test results. 5. The LM confirmed above
findings on 11/06/2018 at 10:30 AM.




