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Summary Statement of Deficiencies

A Clinical Laboratory Improvement Amendments (CLIA) Recertification survey was
completed on May 18, 2021. Condition and Standard Citations were found. The
laboratory was not in compliance with applicable CLIA requirements found at 42
CFR 493.1 through 42 CFR 493.1780. The following deficiencies were cited:

COMPATIBILITY TESTING
CFR(S): 493.863(a)

Failure to attain an overall testing event score of at least 100 percent is unsatisfactory
performance.

This STANDARD is not met as evidenced by:

Based on review of the American Proficiency Institute (API) Proficiency Testing (PT)
documents and staff interview, the laboratory failed to score 100% for the
Immunohematology Blood Bank Compatability Testing for the third event of 2020.
Findings: 1 Review of the API PT results for the third event for 2020 for Blood Bank
Compability Testing, the laboratory reported sample SER-11 as Not Compatible, the
expected result was Compatible. The performance was determined to be unacceptable
and the score received was 80%. The laboratory failed to attain an overall testing
event score of at least 100 %. 2 Interview with laboratory manager, on May 18, 2021,
at approximately 3 pm in the manager's office confirmed that the laboratory failed to
attain an overall testing of at least 100 % for Blood Bank Compability Testing for
event 3 in 2020.

IMMUNOHEMATOLOGY
CFR(s): 493.1217

If the laboratory provides services in the specialty of Immunohematology, the
laboratory must meet the requirements specified in 493.1230 through 493.1256, 493.
1271, and 493.1281 through 493.1299.



D6046

This CONDITION is not met as evidenced by:

Based on review of the American Proficiency Institute (API) Proficiency Testing (PT)
documents for Immunohematol ogy, for the year 2020, the laboratory failed to receive
aminimum score of 100% for the third event, for Compatibility Testing. The
laboratory received an unsuccessful score of 80%. Refer: D2173

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(8)

(b) Thetechnical consultant is responsible for-- (b)(8) Evaluating the competency of
all testing personnel and assuring that the staff maintain their competency to perform
test procedures and report test results promptly, accurately and proficiently.

This STANDARD is not met as evidenced by:

Based on review of the Competency Assessment Documents from 2020, and staff
interview, the blood gas lab failed to evaluate competency using the required six
criteriafor all blood gas testing personnel and assure that the staff maintained their
competency. Findings: 1. Review of the Competency Assessment Documents from
2020, the blood gas lab participated in a skills fair, the documents presented did not
evaluate the personnel using the six required criteriato determine competency. 2.
Interview with the lab manager, and staff #2 on the Blood Gas 209 CM S form, on
May 18, 2021 at approximately 3:30pm in the lab manager's office confirmed that the
Competency Assessment was a check sheet from a skillsfair at the hospital.



