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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 surveyor review of maintenance logs and interview with the regional 
manager, staff A, the laboratory had not documented required maintenance for the 
cryostat instrument for fifty-five of ninety days from January through August in 2021. 
Findings include: 1. Review of the "Cryostat Maintenance and Temperature Log" 
stated "A check mark in the Maintenance column indicates that maintenance (per 
cryostat procedure) is done daily when Mohs is performed". 2. Review of the 
"Cryostat Maintenance and Temperature Log" for 2021 showed the laboratory did not 
record daily maintenance on the Leica cryostat for: January: five of seven days. 
February: four of eight days. March: two of nine days. April: zero of eight days. May: 
zero of eight days. June: one of seven days. July: twenty-one of twenty-one days. 
August: twenty-two of twenty-two days. 3. Interview with staff A on October 26, 
2021 at 1:40 PM confirmed the laboratory had not documented required maintenance 
for the cryostat instrument for fifty-five of ninety days from January through August 
in 2021.
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