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Summary Statement of Deficiencies

PROCEDURE MANUAL
CFR(s): 493.1251(d)

(d) Procedures and changes in procedures must be approved, signed, and dated by the
current laboratory director before use.

This STANDARD is not met as evidenced by:

Based on review of the laboratory's policy and procedure manual and interview with
the technical consultant (TC-1), the laboratory failed to have the current laboratory
director approve, sign and date test procedures before use. Findingsinclude: 1. The
current laboratory director assigned on the CMS-209, Laboratory Personnel Form
presented for review during the survey has been serving as laboratory director since
December 1, 2024. 2. The policy and procedure manual presented for review during
the survey conducted on 1/21/2025 was not approved, signed and dated by the current
laboratory director. 3. The TC-1 interviewed on 1/21/25 at 1:30 PM confirmed that
the policy and procedure manual indicated above was not approved, signed and dated
by the current laboratory director. 4. The laboratory performs patient testing under
speciaty of Microbiology with areported annual test volume of 1,500.



