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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
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 observation of the laboratory and interview with Testing Personnel (TP)#2,
the laboratory failed to perform and document maintenance on the 1of 2 Cryostat
instruments from 04/08/2021 to date of survey. Findings Include: 1. Observation of
the laboratory on 05/16/2023 at 09:47 am, reveal ed maintenance for the Leica CM
1510s cryostat was due in November of 2021 and the laboratory did not perform and
document maintenance at least yearly as specified by the manufacturer. 2. Interview
with TP #2 confirmed the Leica CM 1510s cryostat had not been used and was kept as
a backup instrument only. 3. TP #2 confirmed findings above on 05/16/2023 around
10:00am .

D6125 TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(S): 493.1451(b)(8)(V)

The procedures for evaluation of the competency of the staff must include, but are not
limited to assessment of test performance through testing previously analyzed
specimens, internal blind testing samples or external proficiency testing samples.

This STANDARD is not met as evidenced by:

Based on review of Competency Assessment records and interview with Testing
Personnel (TP)#2, the Technical Supervisor (TS) failed to include assessment of test
performance in the competency evaluation of 1 of 2 testing personnel who performed



gross examinations and specimen inking of frozen sections from 04/08/2021 through
date of survey. Findingsinclude: 1. On the day of the survey 05/16/2023 at 9:34am,
review of competency assessments for Gross examinations and specimen inking of
frozen sections, revealed the TS did not include assessment of test performance
through previously analyzed specimens, internal blind testing samples or external
proficiency testing samples from 04/08/2021 to 05/16/2023. 2. The laboratory
reported an annual test volume of 2505 for Histopathology. (CMS-116) 3. TP #2
confirmed the above findings on 05/16/2023 around 10:00am.



