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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 A routine recertification survey was conducted at Charleston Area Medical Center

Cancer Center on November 12, 2025, by the West Virginia Office of Laboratory
Services. The laboratory was assessed for compliance with the CLIA regulations
under 42 CFR 493, Requirements for Laboratories. Specific deficiencies cited are
explained below.

D5211 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(a)

The laboratory must review and evaluate the results obtained on proficiency testing
performed as specified in subpart H of this part.

This STANDARD is not met as evidenced by:

Based on review of American Proficiency Institute (API) proficiency testing (PT)
records, lack of documentation, and interview with the laboratory director (LD) the
laboratory failed to document the evaluation of aless than 100% performance for
hematocrit in the first PT event of 2025 in hematology. Findings: 1. Review of two
2025 API PT evaluation reports for hematology revealed an 80% performance for
hematocrit in hematology event 1 of 2025. PT Specimen COU-05 had areported
result outside the acceptable range and scored by APl as unacceptable. 2. No
documented evaluation of the less than 100% performance for hematocrit could be
located. 3. During an interview on 11/12/25 at 10:40 AM, the laboratory director (LD)
verified that no documented evaluation of the 80% performance for hematocrit could
be located.



