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Summary Statement of Deficiencies

An onsite announced CLIA recertification survey was conducted on August 27, 2024
at Allendale County Hospital's clinical laboratory by the South Carolina Department
of Public Health's (SC DPH) Bureau of Nursing Homes and Medical Services. The
laboratory was found to be out of compliance with 42 CFR Part 493, CLIA
Requirements for Laboratories. The following is a description of Condition and
Standard level deficiencies cited:

MODERATE COMPLEXITY LABORATORY DIRECTOR
CFR(s): 493.1403

The laboratory must have a director who meets the qualification requirements of 493.
1405 of this subpart and provides overall management and direction in accordance
with 493.1407 of this subpart.

This CONDITION is not met as evidenced by:

Based on areview of the CM S 209 personnel form and interview with testing
personnel # 1 and Chief Executive Officer (CEO), it was determined that the
laboratory failed to have a qualified laboratory director for moderate complexity
testing for five of five months. Findingsincluded: 1. On 10/07/2024, areview of the
CMS 209 personnel form revealed the laboratory failed to have a qualified laboratory
director for moderate complexity testing for five of five months.



