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Summary Statement of Deficiencies

D0000 An announced CLIA recertification survey was conducted at Vascular Access 
Services (Virginia Beach Endovascular) on October 9, 2024 by the Virginia 
Department of Health's Office of Licensure and Certification.. The laboratory was 
surveyed under 42 CFR part 493 CLIA Regulations. Specific deficiency cited is as 
follows:

D5429 MAINTENANCE AND FUNCTION CHECKS
CFR(s): 493.1254(a)(1)

For unmodified manufacturer's equipment, instruments, or test systems, the laboratory 
must perform and document maintenance as defined by the manufacturer and with at 
least the frequency specified by the manufacturer.

This STANDARD is not met as evidenced by:
Based on a review of procedures, analyzer maintenance records, lack of 
documentation, and an interview, the laboratory failed to document performance of 
three of four required maintenance checks every six (6) months during the twenty-two 
(22) months of review (review timeframe: January 2023 - October 9, 2024). Findings 
include: 1. Review of the laboratory manual revealed procedures for non-waived 
Chemistry 8 (Sodium, Potassium, Chloride, Glucose, Urea Nitrogen, Calcium), 
Hematology Prothrombin Time with International Normalized Ratio, and Activated 
Clotting Time (ACT) utilizing the Abbott iSTAT analyzer. The iSTAT manufacturer's 
procedures outlined instructions to "perform iSTAT Thermal Probe Check every 6 
months." 2. Review of the laboratory's iSTAT Thermal Probe maintenance logs from 
January 2023 to the date of the inspection on 10/09/24 revealed that documentation of 
the every 6 month maintenance checks outlined above was performed once in the 22 
months reviewed (performed 1/10/23). The inspector requested to review additional 
thermal probe maintenance documentation. No additional records were available. 3. 
An exit interview with the laboratory's nurse clinical coordinator on 10/09/24 at 12:30 
PM confirmed the above findings.
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