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Summary Statement of Deficiencies

An announced, on sSite, recertification survey was conducted at Rainelle Medical
Center on September 18, 2020, by the West Virginia Office of Laboratory Services.
The laboratory was surveyed to assess compliance with the Federal Clinical
Laboratory Improvement Amendment (CLIA) regulations under 42 CFR 493. Specific
deficiencies are explained below.

HEMATOLOGY
CFR(s): 493.851(d)

Failure to return proficiency testing results to the proficiency testing program within
the time frame specified by the program is unsatisfactory performance and resultsin a
score of O for the testing event.

This STANDARD is not met as evidenced by:

Based on areview of the laboratory American Proficiency Institute (API) proficiency
testing (PT) records, CASPER Report 155D, and an interview with the laboratory
manager, the laboratory failed to return PT results to API within the specified time
frame for the 2020 Hematol ogy/Coagul ation 2nd event and received an unsatisfactory
performance score of 0. Findings: 1. A review of |aboratory 2019 and 2020 API PT
records identified unsatisfactory scores of O for Cell ID or WBC Diff, RBC, HCT,
HGB, WBC, and Platelets for the APl 2020 Hematol ogy/Coagulation 2nd testing
event. A documented corrective action and a self evaluation for the testing event were
located by the state surveyor. 2. A review of the laboratory CASPER Report 155D
identified unsatisfactory scores of O for Cell ID or WBC Diff, RBC, HCT, HGB,
WBC, and Platelets for the APl 2020 Hematol ogy/Coagulation 2nd testing event. 3.
During an interview with the laboratory manager, on 9/18/2020 at approximately 9:11
AM, the laboratory manager stated the unsatisfactory performance for the API 2020
Hematol ogy/Coagul ation 2nd testing event was due to not being able to return the PT
resultsto API within the specified timeframe due to technical issues.



