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Summary Statement of Deficiencies

D0000 The laboratory was found to be in substantial compliance with CLIA regulations 42 
CFR Part 493. Standard level deficiencies were cited.

D5411 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(a)

(a) Test systems must be selected by the laboratory. The testing must be performed 
following the manufacturer's instructions and in a manner that provides test results 
within the laboratory's stated performance specifications for each test system as 
determined under 493.1253.

This STANDARD is not met as evidenced by:
Based on review of the manufacturer's instructions for use (IFU), surveyor direct 
observation, and confirmed in interview, the laboratory failed to ensure storage 
requirements were maintained for 43 of 43 phosphate buffered saline (PBS) tubes 
used for patient specimen collection. Findings include: 1. Review of the 
manufacturer's IFU titled "Hardy Diagnostics Instructions for Use Phosphate Buffered 
Saline (PBS)" stated: "Storage: Upon receipt store Cat. no. K146, K163, U137 and 
U138 at 2-30C and Cat. no. R201 at 2-8C away from direct light" 2. On 03/20/2025 at 
1327 hours, the surveyor observed 43 PBS tubes used for patient specimen collection 
stored on a shelf, exposed to direct light, located inside Room 627 "Storage Room" 
located in a patient examination area: "PBS Lot#636865 Exp. 08/07/2025" 3. The 
technical supervisor (as listed on the CMS-209 form) confirmed the PBS tubes used 
were not stored according to manufacturer instructions during an interview on 03/20
/2025 at 1329 hours in the storeroom. Key : CMS: Centers for Medicare and Medicaid 
Services
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