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D5413 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(b)

(b) The laboratory must define criteria for those conditions that are essential for 
proper storage of reagents and specimens, accurate and reliable test system operation, 
and test result reporting. The criteria must be consistent with the manufacturer's 
instructions, if provided. These conditions must be monitored and documented and, if 
applicable, include the following: (b)(1) Water quality. (b)(2) Temperature. (b)(3) 
Humidity. (b)(4) Protection of equipment and instruments from fluctuations and 
interruptions in electrical current that adversely affect patient test results and test 
reports.

This STANDARD is not met as evidenced by:
Based on observation of the arterial blood gas (ABG) laboratory refrigerator, review 
of ABG laboratory temperature logs for January 2026 to date September 29, 2026, 
patient results and interview with the testing personnel (TP) #1, the laboratory failed 
to ensure the refrigerator temperature was maintained for 14 of 272 days. Findings: 1. 
Observation of ABG laboratory refrigerator on September 29, 2026 showed 1 each of 
Siemens RAPIDPoint 500e Measurement Cartridge M10 lot #104914473621011117 
exp 12/31/2026, 1 each of Siemens RAPIDPoint 500e Measurement Cartridge M10 
lot #104914473623712813 exp 01/03/2027, 1 each of Siemens RAPIDPoint 500e 
Measurement Cartridge M10 lot #104914473622405925 exp 12/26/2026, 7 boxes of 
Eutrol epoc GAS-ISE Metabolites Level 1 lot #(10)266-1-B549 exp 05/31/2027, 8 
boxes of Eutrol epoc GAS-ISE Metabolites Level 2 lot #(10) 266-2-B424 exp 04/30
/2027, and 11 boxes of Eutrol epoc GAS-ISE Metabolites Level 3 lot #(10)266-3-
B550 exp 05/31/2027 with temperature storage requirements of 2 to 8 degrees 
Celsius. 2. Review of "Temperature Log" states acceptable range "FRIDGE TEMP 2-
8 deg C". 3. Review of the ABG laboratory temperature logs showed that the 
refrigerator temperature was out of range for 14 of 272 days from January 2026 and to 
date September 29, 2026. 4. Review of patient results showed the ABG laboratory 
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performs approximately 1,025 ABG patient tests annually. 5. Interview with the TP 
#1 on September 29, 2026 at 2:30 PM confirmed the laboratory failed to ensure the 
refrigerator temperature was maintained for 14 days.


