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Summary Statement of Deficiencies

D3031 RETENTION REQUIREMENTS
CFR(s): 493.1105(a)(3)

Analytic systems records. Retain quality control and patient test records (including 
instrument printouts, if applicable) and records documenting all analytic systems 
activities specified in 493.1252 through 493.1289 for at least 2 years. 

This STANDARD is not met as evidenced by:
Based on a record review and interview with Technical Supervisor (TS) #1, the 
laboratory failed to retain two years of records for their maintenance checks of four 
out of four centrifuges for the year 2022 and calibration documents for new lots of d-
dimer and fibrinogen reagents for 2023. Findings: 1. A record review of maintenance 
function checks for four out of four centrifuges revealed the laboratory failed to retain 
2022 records. 2. The laboratory lacked calibration records for 2023 for new lots of d-
dimer and fibrinogen performed on the Stago Compact Max and Stago Satellite 
hematology analyzers. 3. An interview with TS #1 on July 23, 2024, at 9:30 AM 
confirmed that the laboratory failed to retain 2022 maintenance check records for their 
centrifuges and calibration records for new lots of d-dimer and fibrinogen reagents 
performed in 2023.
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