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Summary Statement of Deficiencies

An announced CLIA recertification survey was conducted at West Florida Medical
Specialists PA DBA Gastroenterology Associates of West Florida on 10/11/2021. The
laboratory is not in compliance with 42 CFR Part 493, Requirements for Laboratories.
The following is a description of the standard level deficiencies:

RETENTION REQUIREMENTS
CFR(s): 493.1105(a)(3)

Analytic systems records. Retain quality control and patient test records (including
instrument printouts, if applicable) and records documenting all analytic systems
activities specified in 493.1252 through 493.1289 for at least 2 years.

This STANDARD is not met as evidenced by:

Based on record review and interview the laboratory failed to retain the daily
Embedding Center logs for 1 (September 2020) out of 4 (May 2019, January 2020,
September 2020, and June 2021) months reviewed. Findings Included: Review of the
policy and procedure (dated as reviewed by the Laboratory Director on 04/26/2021)
revealed that "On a DAILY basis check and sign all appropriate aspects of the
Embedding Quality Control Sheet." The log documented the cold plate temperature,
paraffin temperature, clean forcep wells, remove paraffin debris, and clean wax
reservoir. Review of the Embedding Center logs revealed no log for September 2020.
Review of the dlide Quality Control log revealed that patient testing occurred in
September of 2020 onthe 3, 7, 9, 15, 17, 22, and 26. On 10/11/2021 at 11:25 AM,
Testing Person #B confirmed that the September 2020 Embedding Center 1og was not
retained.
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