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Summary Statement of Deficiencies

D0000 A Clinical Laboratory Improvement Amendments (CLIA) Recertification Survey was 
completed on November 11, 2025. The laboratory was not in compliance with 
applicable CLIA requirements found at 42 CFR 493.1 through 42 CFR 493.1780. The 
following deficiencies were cited:

D5415 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(c)

(c) Reagents, solutions, culture media, control materials, calibration materials, and 
other supplies, as appropriate, must be labeled to indicate the following: (c)(1) 
Identity and when significant, titer, strength or concentration. (c)(2) Storage 
requirements. (c)(3) Preparation and expiration dates. (c)(4) Other pertinent 
information required for proper use.

This STANDARD is not met as evidenced by:
A tour of the laboratory revealed that testing personnel failed to label, in use reagents, 
with an opened date and/ or expiration date. THE FINDINGS INCLUDE: 1. A tour of 
the laboratory confirmed that controls and reagents, in use for testing, were not dated 
with an opened date and/ or an expiration date as required. 2. An exit interview, with 
the Testing Personnel, Office Manager and the Laboratory Director via phone 
conference, on November 11, 2025, at 2:30pm, confirmed that the laboratory had 
multiple reagents in use without labeled opened and/or expiration date.

D5417 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(d)

(d) Reagents, solutions, culture media, control materials, calibration materials, and 
other supplies must not be used when they have exceeded their expiration date, have 
deteriorated, or are of substandard quality.
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This STANDARD is not met as evidenced by:
A tour of the laboratory revealed that the laboratory had multiple expired reagents in 
use for clinical laboratory testing. THE FINDINGS INCLUDE: 1. A tour of the 
laboratory revealed the following expired reagents: a. 3 boxes of ThermoFisher 
Scientific MGC Clinical DAU Control Set. 1 box expired on 06/30/2024 and 2 boxes 
expired on 09/30/2025; b. BD EDTA Vacutainer Tubes that expired 08/31/2020; c. 
BD Urinalysis Urine Vacutainer Tubes that expired on 08/31/2020; d. Grainer Bio-
One GmbH Vacuette Tubes that expired on 09/13/2025; and e. 1 vial of 
ThermoFischer Scientific Washing Solution 4.5% that expired on 06/20/2024. 2. An 
exit interview with Testing Personal and Office Manager, as well as the Laboratory 
Director via phone conference, on November 11, 2025, at 2:30pm confirmed that the 
laboratory had multiple expired reagents and supplies, on site, in use for clinical 
laboratory testing.


