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Summary Statement of Deficiencies

D0000 A recertification survey for compliance with 42 CFR Part 493, Requirements for 
Laboratories, was conducted on 4/25/2019. The Avera Weskota Memorial Medical 
Center laboratory was found not in compliance with the following requirement: 
D5447.

D5447 CONTROL PROCEDURES
CFR(s): 493.1256(d)(3)(i)(g)

Unless CMS Approves a procedure, specified in Appendix C of the State Operations 
Manual (CMS Pub. 7), that provides equivalent quality testing, the laboratory must-- 
At least once a day patient specimens are assayed or examined perform the following 
for-- Each quantitative procedure, include two control materials of different 
concentrations; (g) The laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:
Based on review of the D-dimer (nonwaived test method) quality control (QC) record, 
and interview with the lead laboratory person, the laboratory failed to perform two 
levels of controls or establish an equivalent quality control method to verify the 
accuracy of D-Dimer test results for three of four dates (2/12/19, 1/16/19, and 1/14
/19) of patient testing reviewed. Findings include: 1. Review of the 2019 D-dimer QC 
records revealed QC results had not been documented on the three days identified 
above. Patient test results had been reported to the provider on those days. Interview 
on 4/25/19 at 10:40 am with the lead laboratory person revealed current laboratory 
practice was to perform QC on a monthly basis and whenever a new test kit was put 
into use. She was not aware QC was required each day patient testing was performed 
unless an equivalent control method had been established.
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