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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 |aboratory tour and interview with the sole Testing Personnel (TP), the
laboratory failed to ensure that 2 of 2 Becton Dickinson (BD) Sodium Citrate
vacutainer tubes were not used beyond their expiration date. Findings Include: 1. On
the day of survey (01/24/2019). While on tour of the laboratory, 2 of 2 BD blue top
Sodium Citrate tubes (Lot # 011842) were found that expired 10/31/2018. 2. The TP
confirmed the above finding above on 01/24/2019 around 11:00 am.

D5431 MAINTENANCE AND FUNCTION CHECKS
CFR(S): 493.1254(3)(2)

For unmodified manufacturer's equi pment, instruments, or test systems, the laboratory
must perform and document function checks as defined by the manufacturer and with
at least the frequency specified by the manufacturer. Function checks must be within
the manufacturer's established limits before patient testing is conducted.

This STANDARD is not met as evidenced by:

Based on review of equipment calibration records, review of the Traceable Certificate
of Calibration for Dual Thermometer w/ Bottle Probe, and interview with the sole
Testing Personnel (TP), the laboratory failed to establish, perform and document the
calibration of 3 of 3 Fisher Scientific Traceable Min - Max thermometers. Findings
include: 1. The manufacturer's form titled, "Traceable Certificate of Calibration for



Dual Thermometer w/ Bottle Probe", shows a calibration date of 01/30/2012 and a
calibration due date of 01/30/2014. 2. On the day of survey, 01/24/2019, while on tour
of the laboratory, observation of 3 of 3 Fisher Scientific Traceable Min - Max
thermometers maintenance stickers, revealed there refrigerator and freezer
thermometers were due to be calibrated on 01/30/2014 and the TP was unable to
produce a maintenance procedure and calibration documentation for the
thermometers. 3. The TP confirmed the findings above on 01/24/2019 around 10:45

am.



