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Summary Statement of Deficiencies

D5431 MAINTENANCE AND FUNCTION CHECKS
CFR(s): 493.1254(a)(2)

For unmodified manufacturer's equipment, instruments, or test systems, the laboratory 
must perform and document function checks as defined by the manufacturer and with 
at least the frequency specified by the manufacturer. Function checks must be within 
the manufacturer's established limits before patient testing is conducted.

This STANDARD is not met as evidenced by:
Based on surveyor review of the "Verification Report and Data" reports for the 
QUANTA Lyser automated processor and interview with the technical supervisor, the 
laboratory did not perform and document the function checks required by the 
manufacturer after the verification performed on May 14, 2018 expired on September 
29, 2018. Findings include: 1. Review of the QUANTA Lyser "Verification Report 
and Data" reports showed the most recent record available was from testing 
performed on May 14, 2018. The report shows the results expired on September 29, 
2018. 2. Interview with the technical supervisor on January 31, 2019 at 12:30 PM 
confirmed no records were available showing the laboratory completed the 
manufacturer's required function checks for the QUANTA Lyser processor since May 
14, 2018.
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