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Summary Statement of Deficiencies

D3027 RETENTION REQUIREMENTS
CFR(s): 493.1105(a)(1)

Test requisitions and authorizations. Retain records of test requisitions and test 
authorizations, including the patient's chart or medical record if used as the test 
requisition or authorization, for at least 2 years.

This STANDARD is not met as evidenced by:
. Based on record review and interview with the Laboratory Director (LD), and 
Testing Personnel (TP) #1, the laboratory failed to maintain 1 (#34) of 93 patient 
records reviewed by the laboratory for lack of quality control testing prior to patient 
testing. Findings include: 1. On August 2, 2023, at 12:38 pm, the surveyor requested 
19 patient charts from the "QC EWC Records CLIA" excel spreadsheet to review. 2. 
A review of the charts requested revealed for 1 (#34) of 19 charts, the laboratory was 
unable to find the chart in the storage area due to a roof leak in the building. 3. An 
interview on 8/02/2023 at 12:38 pm, the LD and TP1 confirmed the above patient 
chart was not available on the day of the survey.
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