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Summary Statement of Deficiencies

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 observation of the laboratory, lack of documentation, and interview with the 
laboratory director (LD) and compliance manager (CM), the laboratory failed to 
perform and document the maintenance/ function checks for 1 of 1 thermometer used 
to monitor refrigerator temperatures used for storage of chemistry reagents from 06/08
/2022 to the day of survey. Findings Include: 1. On the day of survey, 03/06/2024 at 
12:30 pm, the laboratory could not provide maintenance/function check records for 
the following 1 of 1 thermometer used to monitor refrigerator temperatures used for 
storage of chemistry reagents from 06/08/2022 to 03/06/2024: - Stanley S/N 
000CCC1EE23F 2. The following Chemistry Blood Gas reagents were found to be 
stored in the laboratory. - 20 of 20 I stat CG4++ Cartridge (Manufacturer's storage 
requirements - 2 - 8 Celsius). 3. The LD and CM confirmed the findings above on 03
/06/2024 at 1:45 pm.

Statement of Deficiencies (X1) Provider/Supplier/CLIA 
Identification Number

(X3) Date 
Survey 
Completed

Name of Provider or Supplier Street Address, City, State


