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Tag
D2009 TESTING OF PROFICIENCY TESTING SAMPLES

CFR(S): 493.801(b)(1)

The individual testing or examining the samples and the laboratory director must
attest to the routine integration of the samples into the patient workload using the
laboratory's routine methods.

This STANDARD is not met as evidenced by:

Based on review of proficiency testing (PT) records and confirmed by laboratory
personnel identifier #3 (refer to the Laboratory Personnel Report) at approximately 1:
10 pm on 01/11/2022, the laboratory director failed to attest to the routine integration
of PT samplesinto the patient workload for six out of six proficiency testing events
from 01/01/2020 - 12/31/2021. The findings include: 1. For 2020 event 1, the
laboratory director did not sign the following PT attestation statements: core
chemistry, hematol ogy/coagul ation, and microbiology. 2. For 2020 event 2, the
laboratory director did not sign the following PT attestation statements: core
chemistry, hematol ogy/coagulation, and microbiology. 3. For 2020 event 3, the
laboratory director did not sign the following PT attestation statements: core
chemistry, hematol ogy/coagul ation, and microbiology. 4. For 2021 event 1, the
laboratory director did not sign the following PT attestation statements: core
chemistry, hematol ogy/coagul ation, and microbiology. 5. For 2021 event 2, the
laboratory director did not sign the following PT attestation statements: core
chemistry, hematol ogy/coagul ation, and microbiology. 6. For 2021 event 3, the
laboratory director did not sign the following PT attestation statements: core
chemistry, hematol ogy/coagul ation, and microbiology.

D5429 MAINTENANCE AND FUNCTION CHECKS
CFR(9): 493.1254(a)(1)

For unmodified manufacturer's equipment, instruments, or test systems, the laboratory



must perform and document maintenance as defined by the manufacturer and with at
least the frequency specified by the manufacturer.

This STANDARD is not met as evidenced by:

A. Based on review of the TOSOH AlA-360 maintenance records and confirmed by
laboratory personnel identifier #3 (refer to the Laboratory Personnel Report) at
approximately 2:30 pm on 01/11/2022, the laboratory failed to document weekly
maintenance on the TOSOH AIA-360 instrument for two out of four weeks and
monthly maintenance for one out of one month of patient testing from 08/01/2021- 08
/31/2021. Thefindingsinclude: 1. According to the TOSOH AIA-360 Maintenance
Schedule, the manufacturer requires the laboratory to perform and document cleaning
of the substrate line with acohol weekly. 2. The TOSOH AlA-360 Maintenance
Schedule indicated that the laboratory did not document weekly maintenance during
the following weeks: 08/20/2021 and 08/27/2021. 3. According to the TOSOH AlA-
360 Maintenance Schedule, the manufacturer requires the laboratory to perform and
document the following monthly maintenance: * Clean sample area with ethanol
*Clean diluent and wash reservoirs with 1:10 dilution of Clorox * Rinse reservoirs
with Reagent Grade Type | water * Clean B/F Probe 4. At the time of the survey,
personnel identifier #3 confirmed that the laboratory failed to document weekly
maintenance for the weeks of 08/20/2021 and 08//27/2021 and monthly maintenance
for August 2021. B. Based on review of the BD Max maintenance records and
confirmed by laboratory personnel identifier #3 (refer to the Laboratory Personnel
Report) at approximately 2:30 pm on 01/11/2022, the laboratory failed to document
weekly maintenance on the BD Max instrument for one out of four weeks and
monthly maintenance for one out of one month of patient testing from 08/01/2021- 08
/31/2021. Thefindingsinclude: 1. According to the BD Max maintenance log shest,
the manufacturer requires the laboratory to reboot the instrument and back-up the
instrument database weekly. 2. The BD Max maintenance log sheet indicated that the
laboratory did not document weekly maintenance during the week of 08/20/2021. 3.
According to the BD Max maintenance log sheet, the manufacturer requires the
laboratory to monitor for DNA contamination monthly. 4. At the time of the survey,
personnel identifier #3 confirmed that the laboratory failed to document weekly
maintenance for the week of 08/20/2021 and monthly maintenance for August 2021.
C. Based on review of the Sysmex XP-300 maintenance records and confirmed by
laboratory personnel identifier #3 (refer to the Laboratory Personnel Report) at
approximately 2:30 pm on 01/11/2022, the laboratory failed to document weekly

mai ntenance on the Sysmex XP-300 instrument for four out of four weeks of patient
testing from 08/01/2021- 08/31/2021. The findingsinclude: 1. According to the
Sysmex XP-300 Maintenance Log, the manufacturer requires the laboratory to clean
the SRV tray weekly. 2. At the time of the survey, personnel identifier #3 confirmed
that the laboratory failed to document weekly maintenance on the Sysmex XP-300
from 08/01/2021- 08/31/2021.



