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Summary Statement of Deficiencies

Anon - site announced CLIA recertification survey was conducted at Sunset
Pediatrics. The laboratory is not in compliance with 42 CFR Part 493, Requirements
for Laboratories. The following is a description of the standard level deficiencies:

SPECIMEN SUBMISSION, HANDLING, AND REFERRAL
CFR(S): 493.1242(b)

The laboratory must document the date and time it receives a specimen.

This STANDARD is not met as evidenced by:

Based on record review and interview with the Lab Director, the laboratory failed to
document the storage temperature for Boule Con-Diff Tri-Level Hematology Control
material for 2 of 2 years (2022-2023) reviewed. Findingsinclude: 1. Review of
laboratory temperature logs on 2/9/2024 at 11:00 a.m., revealed there were no
temperatures documented for the refrigerator where the Boule Con-Diff Tri-Level
Hematology Control material was stored. The Manufacturer listed the acceptable
storage temperature range as 2-10 degrees Celsius. 2. The Lab Director confirmed on 2
/912024 at 11:20 a.m. the laboratory had not documented the temperature for the
refrigerator where the Boule Con-Diff Tri-Level Hematology Control material was
stored for 2 of 2 years (2022-2023) reviewed.



