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Summary Statement of Deficiencies

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 proficiency testing records review, lack of documentation, and interview
with staff, laboratory testing personnel failed to attest to the routine integration of
proficiency samples into the patient workload using the laboratory's routine Complete
Blood Count (CBC) methods for 1 of 6 American Proficiency Institute (API) testing
events reviewed. Findings include: 1. Proficiency testing records review failed to
include the signed attestation statement from the 3rd API Hematology (CBC) event of
2018. 2. In an interview with staff on 09/09/2020 at approximately 1:55 P.M., staff
confirmed they lacked the attestation statement from the 3rd APl Hematology (CBC)
event of 2018.

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 temperature records review, Complete Blood Count (CBC) control reagent
storage temperature requirement review, lack of documentation, and interview with
staff, the laboratory failed to ensure they monitored refrigerator storage temperatures
each day of testing for 1 of 13 months of testing reviewed. Findingsinclude: 1.
Temperature records review for March 2019 failed to include documentation the
laboratory monitored the storage refrigerator for 14 of 21 test daysin March of 2019.
The laboratory failed to record temperatures between March 1st and March 12th;
March 15th, March 18, March 21st, March 24th and between March 24th and March
28th. 2. Manufacturer's instructions review as printed on the CBC control reagents
included the storage temperature of 2 to 8 degrees C. 3. In an interview conducted on
09/09/2020 at approximately 2:00 P.M., staff confirmed the temperatures were not
monitored each day of testing in March of 2019.



