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D6031 LABORATORY DIRECTOR RESPONSIBILITIES

CFR(S): 493.1407(e)(13)

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-- (€)(13) Ensure that an approved procedure manual is available to all
personnel responsible for any aspect of the testing process;

This STANDARD is not met as evidenced by:

Based upon review of the procedure manual available for Medical Assistants (MA'S)
and interview with testing personnel (TP), the Laboratoy Director (LD) failed to
approve the procedure manual that contains the Urinalysis procedure. Findings
include: 1. The last person to sign off on the Urinalysis procedure for macroscopic
and microscpic analysisis no longer the LD. 2. The TP who isresponsible for training
the MA'sin Urinalysis was interviewed during the survey 3/3/2020 at ~ 1400 and
confirmed there was no other signature page by the current LD.

D6120 TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(S): 493.1451(b)(7)(8)

(7) Thetechnical supervisor is responsible for identifying training needs and assuring
that each individual performing tests receives regular in-service training and education
appropriate for the type and complexity of the laboratory services performed; (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 competency assessment of the two (2) testing personnel (TP) that
perform high complexity Microbiology assays, the Technical Supervisor (TS) failed
to ensure competency assessment was performed using the six (6) competency
assessment criteriarequired. Findings include: 1. Upon review of competency
assessments for Microbiology, no competency assessment for either TP coould be
produced for 2019. 2. The Microbiology TS confirmed that there was no competency
assessment for either Microbiology TP for 2019 using the six (6) competency
assessment criteria during interview on 3/3/2020 at ~ 1200.



