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D5429 MAINTENANCE AND FUNCTION CHECKS

CFR(S): 493.1254(a)(1)

(a)(1) 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 review of the manufacture's maintenance requirements for the Viva ProE
chemistry analyzer, review of the laboratory's Viva ProE maintenance records from
January 2023 to December 2024, and staff interview, the laboratory failed to have
documentation of performing required quarterly maintenance for 3 of 8 quarters. The
findingsincluded: 1. A review of the manufacture's maintenance requirements for the
VivaPro-E chemistry analyzer identified the following maintenance steps to be
performed quarterly: Replace water filter Replace mixer belt Replace drying block on
wash arm 2. A review of the laboratory's Viva ProE maintenance records from
January 2023 to December 2024 identified the laboratory failed to have
documentation of the following: @) 2nd Quarter 2023 - Replace water filter - Replace
mixer belt b) 3rd Quarter 2024 - Replace water filter - Replace mixer belt ¢) 4th
Quarter 2024 - Replace water filter - Replace mixer belt - Replace drying block on
wash arm 3. Testing personnel #1 (as listed on Form CM S 209) confirmed the
findingsin an interview conducted on 03/17/2025 at 1030 hoursin the break room.

D6053 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(9)

(b)(9) Evaluating and documenting the performance of individuals responsible for
moderate complexity testing at least sesmiannually during the first year the individual
tests patient specimens.



This STANDARD is not met as evidenced by:

Based on review of the laboratory's personnel records, and staff interview, the
laboratory failed to have documentation of the technical consultant performing
semiannual competency assessments on 1 of 1 testing personnel. The findings
included: 1. A review of the laboratory's personnel records determined testing
personnel #1 (aslisted on Form CM S 209) started performing moderate complexity
testing in June 2023. 2. Further review of the personnel records for testing personnel
number #1 identified a single competency assessment was performed in October 2024
(16 months after starting testing.). No other competency assessment were available for
review. 3. Testing personnel #1 confirmed the findingsin an interview conducted on
03/17/2025 at 0940 hours in the break room.



