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Summary Statement of Deficiencies

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. () The laboratory
director must-- (e)(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 staff interview and record review of the hematology proficiency testing
results from the American Proficiency Institute (API) testing agency on 05/25/2021 at
10:50 AM, the laboratory director failed to review the proficiency testing results from
05/24/2019 through 05/24/2021. Findings Include: At the time of the survey on 05/25
/2021, the final results of the hematology proficiency for three (3) eventsin 2019,
three (3) eventsin 2020, and one (1) event in 2021 were not reviewed by the medical
director or testing staff. The staff acknowledged in an interview on 05/25/2021 at 10:
50 AM that the laboratory did not have a system to ensure that the hematol ogy
proficiency testing results were reviewed and documented by the medical director and
testing personnel from 05/24/2019 through 05/24/2021.

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 staff interview and record review on 05/25/2021 at 10:41 AM, the Technical
Consultant failed to perform and document annual competency using the six (6)
mandated competency assessment requirements for testing personnel. The laboratory
failed to perform competency assessment using six (6) methods of assessment for four
(4) out of four (4) employees from 05/24/2019 through 05/24/2021. Findings include:
1. Record review on 05/25/2021 reveal ed there were no documented competency
assessments between 05/24/2019 and 05/24/2021 for four (4) employee that included
the following: competency assessments failed to include direct observation of routine
patient test performance, direct observation of the performance of instrument
maintenance function checks and calibration, monitoring the recording and reporting
of test results, review of worksheets, review of quality control records, review of
proficiency test results, review of maintenance records, assessment of testing external
proficiency testing samples and problem-solving skills. 2. The staff acknowledged in
an interview on 05/25/2021 at 10:41 AM, that the laboratory did not have asystemin
place to document competency assessment using the six (6) mandated competency
assessment requirements from 05/24/2019 through 05/24/2021.



