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Tag
D5413 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT

CFR(S): 493.1252(b)

The laboratory must define criteria for those conditions that are essential for proper
storage of reagents and specimens, accurate and reliable test system operation, and
test result reporting. The criteria must be consistent with the manufacturer's
instructions, if provided. These conditions must be monitored and documented and, if
applicable, include the following: (1) Water quality. (2) Temperature. (3) Humidity.
(4) Protection of equipment and instruments from fluctuations and interruptionsin
electrical current that adversely affect patient test results and test reports.

This STANDARD is not met as evidenced by:

. Based on observation, record review, and interview with the Technical Consultant
(TC), the laboratory failed to monitor the room temperature and humidity for the west
laboratory for the hematology testing with the Beckman Coulter AcT diff2 analyzer
for 6 (8/09/2022 to 2/14/2023) of 6 monthsin use. Findingsinclude: 1. During a tour
of the west |aboratory on 2/14/2023 at 9:08 am, the surveyor observed a Beckman
Coulter AcT diff2 analyzer wasin use. 2. A record review of the laboratory's
temperature monitoring logs revealed a lack of documentation for the room
temperature and humidity of the west laboratory for 6 (8/09/2022 to 2/14/2023) of 6
monthsin use. 3. An interview on 2/14/2023 at 9:18 am, the TC confirmed the
laboratory was not monitoring the room temperature and humidity for the west
laboratory.

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.



D6018

This STANDARD is not met as evidenced by:

. Based on observation and interview with the Technical Consultant (TC), the
laboratory failed to calibrate and/or replace the expired thermometer in the east
laboratory that monitors the room temperature and humidity for over 2 (expired 1/15
/2021) of 2 yearsin use. Findingsinclude: 1. During atour of the laboratory on 2/14
/2023 at 9:08 am, the surveyor observed a Thomas Scientific thermometer in use for
the room temperature and humidity with an expiration date of 1/15/2021. 2. An
interview on 2/14/2023 at 9:18 am, the TC confirmed the thermometer in the east
laboratory had expired and was not calibrated and/or replaced.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1407(e)(4)(iii)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. (e) The laboratory
director must-- (€)(4)(iii) Ensure that all proficiency testing reports received are
reviewed by the appropriate staff to evaluate the laboratory's performance and to
identify any problems that require corrective action;

This STANDARD is not met as evidenced by:

. Based on record review and interview with the Technical Consultant (TC), the
Laboratory Director failed to ensure proficiency testing reports were reviewed by the
testing personnel (TP) for 4 (event 3in 2021 and event 1 - 3 in 2022) of 4 testing
events reviewed. Findingsinclude: 1. A review of the laboratory's final Medical
Laboratory Evaluation (MLE) proficiency testing documents revealed alack of review
of results by the testing personnel listed on the attestation statement sheet for the
following testing events: 2021 a. MLE - 3 no review by the TP 2022 a. MLE-1 no
review by the TP b. MLE-2 no review by the TP c. MLE-3 no review by the TP 2. An
interview on 2/14/2023 at 10:56 am, the TC confirmed the events listed above were
not reviewed by the TP listed on the attestation statement sheet for each of the events.



