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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. In addition, 
retain the following:

This STANDARD is not met as evidenced by:
Based on review of calibration verification records on April 8, 2025, lack of the 
manufacturer's package insert for calibration verification material and interview with 
the facility personnel, the laboratory failed to retain the manufacturer's assay sheets 
for at least 2 years for each lot of calibration verification material used by the 
laboratory during each semiannual calibration verification event in 2024 and one out 
of two calibration verification events in 2025. Findings include: 1. The laboratory 
performs total protein testing on 7 refractometers in the specialty of Chemistry, with a 
reported annual test volume of 108,224. 2. The laboratory's established policy (SOP-
243891, page 5) states, "Refer to the manufacturer's package insert to ensure that 
selected assay ranges are those specified for the brand of refractometer used. The 
manufacturer's package insert must be retained for future reference." 3. Review of the 
semiannual calibration verification records from 2024 and 2025 indicated the 
laboratory performed a calibration verification on each refractometer on the following 
dates: 1/10/24, 2/14/24, 7/11/24 and 1/17/25. 4. The laboratory failed to provide 
evidence of the manufacturer's assay sheets for each lot of calibration verification 
material used during each calibration verification event listed above. 5. The facility 
personnel interviewed on 4/08/25 at 11:10 AM confirmed the laboratory failed to 
retain the manufacturer's assay information sheets for at least 2 years for each lot of 
calibration verification material used by the laboratory during 2024 and in January 
2025.
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