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D 000 | INITIAL COMMENTS pDooo| The laboratory policy in question

was reviewed and signed by the

The following deficiency was cited as the result i lab director on 10/25/19.

of a recertification survey on 10/22/19 for 42 CFR
part 493 Laboratory Requirements. '

D6031 | LABORATORY DIRECTOR RESPONSIBILITIES "D6031
CFR(s): 493.1407(e)(13)

In the event a new policy is
generated, or an existing one is
ammended, the policy will be
immediately reviewed by the lab

The laboratory director is responsible for the director and signed. The lab

overall operation and administration of the supervisor will then ensure it has
laboratory, including the employment of been signed before placing the
| personnel who are competent to perform test signed copy in the CLIA manual.
. | procedures, and record and report test results ] - .
| promptly, accurate, and proficiently and for A review of policies and their
| assuring compliance with the applicable signatures will be included in the
| regulations. : .- annual QA review in December.

(€) The laboratory director must—
(e)(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 on the review of the laboratory
policy/procedure manual and the CMS 116
(Application for Certification) dated 02/18/16, the
laboratory director failed to review and approve 9
of 10 laboratory policies or procedures since
becoming the laboratory director.

Findings are:
A. Review of the laboratory procedure manual

revealed the laboratory director failed to review
and approve 9 of 10 policies/procedures:

Staff Quality Assurance Reviews ‘
Lab Personnel Responsibilities

Technical Consultant Responsibilities
Clinical Consultant Responsibilities

Lab Quality Assurance:Director/Supervisor
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Any deficiency statement ending wit asterisk (*) denotes a deficiency which the institution may be excused from correcting providing itis determined that
other safeguards provide sufficient protettion to the patients. (See instructions.) Except for nursing homes, the findings stated above are disclosable 90 days
following the date of survey whether or not a plan of correction is provided. For nursing homes, the above findings and plans of correction are disclosable 14
days following the date these documents are made available to the facility. If deficiencies are cited, an approved plan of correction is requisite to continued
program participation.
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