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Summary Statement of Deficiencies

RETENTION REQUIREMENTS
CFR(S): 493.1105(a)(3)

Analytic systems records. Retain quality control and patient test records (including
instrument printouts, if applicable) and records documenting all analytic systems
activities specified in 493.1252 through 493.1289 for at least 2 years.

This STANDARD is not met as evidenced by:

Based of review of patient records, interview with the testing person and laboratory
support staff, the laboratory did not retain all patient MOHS maps that are used for
mapping patient tumors during surgery. Findings: 1. The laboratory did not have
Patient "A" MOHS surgery map that was used during the surgery for mapping the
collected tumor prior to preparing the patient slides for review. 2. The patient sample
was colleted on 9/21/18 and the laboratory staff nor the testing person was able to find
the original MOHS map. 3. The laboratory sent a duplicate copy of the map by email
and stated that the original was unable to be found.

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 review of the laboratory records, interview with the testing person and
laboratory support staff, the laboratory did not perform maintenance and function
checks for the autoclave. Findings: The laboratory did not perform a spore check on
the autoclave since the year 2014. The laboratory support person stated that she was



unaware that maintenance and function checks were needed for the autoclave and
therefore was not performed.



