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Tag
D6030 LABORATORY DIRECTOR RESPONSIBILITIES

CFR(S): 493.1407(e)(12)

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-- (€)(12) Ensure that policies and procedures are established for
monitoring individuals who conduct preanalytical, analytical, and postanalytical
phases of testing to assure that they are competent and maintain their competency to
process specimens, perform test procedures and report test results promptly and
proficiently, and whenever necessary, identify needs for remedial training or
continuing education to improve skills;

This STANDARD is not met as evidenced by:

Based on review of the Quality Assurance (QA) plan, personnel competency
assessment records and staff interview, the laboratory director failed to ensure the
established policy for competency assessment on individuals who conduct Urine
Sediment Microscopic Examination was performed on four testing personnel in 2018.
Findings Include: a. The QA plan states that competency will be performed twicein
thefirst year of employment and annually thereafter and will be documented. b.
Documentation of competency performance was observed from 2015 through 2017
and 2019, however no documentation existed that competency was performed in
accordance with the established laboratory QA plan or Corrective Action plan for
2018. c. Staff confirmed that competency had been performed each year from 2015
through 2019 but documentation could not be found for 2018.



