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D5435 MAINTENANCE AND FUNCTION CHECKS
CFR(s): 493.1254(b)(2)

(b)(2)(i) Define a function check protocol that ensures equipment, instrument, and test 
system performance that is necessary for accurate and reliable test results and test 
result reporting. (b)(2)(ii) Perform and document the function checks, including 
background or baseline checks, specified in paragraph (b)(2)(i) of this section. 
Function checks must be within the laboratory's established limits before patient 
testing is conducted.

This STANDARD is not met as evidenced by:
Based on laboratory observation, a review of the laboratory's policy titled "Reagent 
Handling and Storage," a review of the laboratory's calibration records, and staff 
interview, the laboratory failed to follow its policy by failing to calibrate two of two 
pipettes used to prepare patient specimens for urine toxicology testing when due in 
January of 2026. The findings included: 1. Laboratory observation on 09/01/26 at 8:30 
a.m. revealed two Eppendorf Research pipettes (20 - 200 uL, serial number P26321F 
and 100 - 1000 uL, serial number L20704F) used to prepare patient specimens for 
urine toxicology testing. 2. A review of the laboratory's policy titled "Reagent 
Handling and Storage" revealed "maintenance on the pipettes is conducted annually." 
3. A review of the laboratory's calibration records revealed that the laboratory's 
pipettes were last calibrated on 01/22/2025. 4. The Technical Consultant confirmed 
the findings during an interview on 09/01/2026 at 11:20 a.m.
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