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Summary Statement of Deficiencies

D3037 RETENTION REQUIREMENTS
CFR(s): 493.1105(a)(4)

Proficiency testing records. Retain all proficiency testing records for at least 2 years.

This STANDARD is not met as evidenced by:
. Based on record review and interview with the Technical Consultant, the laboratory 
failed to retain proficiency testing corrective action documentation for 1 (event 3 of 
2019) of 6 proficiency testing events reviewed. Findings include: 1. A review of the 
laboratory's proficiency testing records revealed hematology event 3 of 2019 had a 
score of 80% for the analyte hemoglobin. 2. A review of the laboratory's "Lab 
Policies" revealed a section stating, "If P.T. results are unsatisfactory, corrective 
action must be taken and documented within 5 working days of receipt of results. P.T. 
results are to be kept for two years." 3. The surveyor requested documentation of 
corrective actions performed for the testing events listed above and they were not 
made available. 4. An interview on 9/2/20 at 2:10 pm with the Technical Consultant 
confirmed the laboratory did not retain proficiency testing corrective action 
documentation. .
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