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D5209 PERSONNEL COMPETENCY ASSESSMENT POLICIES

CFR(S): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish
and follow written policies and procedures to assess employee and, if applicable,
consultant competency.

This STANDARD is not met as evidenced by:

Based on record review, and an interview with the CLIA Coordinator, the laboratory
failed to follow awritten policy and procedure to assess competency of the Clinical
Consultant (CC) as specified in the personnel requirementsin subpart M. All patients
tested at this laboratory had the potential to be affected. Findings Include: 1. A virtual
review of the laboratory's CM S-209 Personnel Report form, approved and signed by
the Lab Director on 11/22/2021, found five individuals that fulfilled the role of the
CC, other than the Lab Director (LD) 2. A virtual review of the laboratory's
"Personnel Training Policy and Procedure found the following statement: "...2. The
Clinical Team Lead will monitor that the Lab Director has provided and documented
the training of the Clinical Consultant (CC} and Testing Personnel (TP) on an annual
basis while performing the bi-annual QA reviews...." 3. A virtua review of the
laboratory's Competency Assessment documentation, failed to find evidence that the
five delegated CCs were assessed for competency, based on the regulatory
responsibility of that role, at afrequency determined by the laboratory. 4. A video
phone call interview with the CLIA Coordinator, on 11/17/2021 at 1:42 PM,
confirmed that the lab failed to follow the policy and procedure for assessing and
documenting the competency of the CC based on the regulatory responsibility of that
role, at afrequency determined by the laboratory. Thus the documentation could not
be produced at the time of the inspection.

D6107 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(15)



The laboratory director must specify, in writing, the responsibilities and duties of each
consultant and each supervisor, as well as each person engaged in the performance of
the preanalytic, analytic, and postanalytic phases of testing, that identifies which
examinations and procedures each individual is authorized to perform, whether
supervision is required for specimen processing, test performance or result reporting
and whether supervisory or director review isrequired prior to reporting patient test
results.

This STANDARD is not met as evidenced by:

Based upon arecord review and an interview with the CLIA Coordinator, the
Laboratory Director (LD) failed to specify the duties and responsibilities of the
Clinical Consultants (CC) listed on the CMS-209. All patients tested at this |aboratory
had the potential to be affected. Findingsinclude: 1. A virtual review of the
laboratory's CM S-209 Personnel Report form, approved and signed by the Lab
Director on 11/22/2021, found five individuals that fulfilled the role of the CC, other
than the Lab Director (LD). 2. A virtual review of policies and procedures failed to
find evidence that the duties and responsibilities of the CC were specified in writing,
with regulatory responsibilities delegated to those individuals by the LD. 3. A video
phone call interview with the CLIA Coordinator on 11/17/2021 at 1:42 PM,
confirmed that the LD failed to specify in writing, the regulatory responsibilities of
the five CCs, delegated to those individuals by the LD. Thus, the documentation could
not be produced at the time of the inspection.



