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Summary Statement of Deficiencies

D0000 An announced CLIA recertification survey was conducted at Preferred Pediatrics at 
Courthouse on November 19, 2024 by the Virginia Department of Health's Office of 
Licensure and Certification. The laboratory was surveyed under 42 CFR part 493 
CLIA Regulations. The specific deficiency cited is as follows:

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 review of the laboratory's Cell-Dyn Emerald hematology analyzer's 
calibration records, lack of documentation, and interview, the laboratory failed to 
retain the "Cell Dyn 18 Plus Calibrator" manufacturer's assay information insert 
documenting acceptable calibration limits for one (1) of four (4) lot numbers from 
January 2023 up to the date of the survey on November 19, 2024. The findings 
include: 1. Review of the laboratory's Cell -Dyn Emerald hematology analyzer's 
calibration records from January 2023 up to the date of the survey on November 19, 
2024 revealed the laboratory received and used 4 lot numbers of the "Cell Dyn 18 
Plus Calibrator". 2. Further review of the calibration documentation revealed the lack 
of documentation of the "Cell Dyn 18 Plus Calibrator" manufacturer's assay 
information insert for lot number 4148 exp 07/10/2024. The surveyor requested to 
review the package insert for lot number 4148. The laboratory provided no 
documentation for review. 3. In an exit interview with the primary testing personnel 
on November 19, 2024, at 12:15 PM, the findings were confirmed.
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