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DO0000 At the time of the announced, on-site recertification survey, UF Health North, was
found to be NOT in compliance with the CLIA laboratory requirements of 42 CFR
493. .

D2094 ROUTINE CHEMISTRY

CFR(S): 493.841(¢)

(1) For any unsatisfactory analyte or test performance or testing event for reasons
other than afailure to participate, the laboratory must undertake appropriate training
and employ the technical assistance necessary to correct problems associated with a
proficiency testing failure. (2) For any unacceptable analyte or testing event score,
remedial action must be taken and documented, and the documentation must be
maintained by the laboratory for two years from the date of participation in the
proficiency testing event.

This STANDARD is not met as evidenced by:

Based on record review and interview with laboratory personnel, there was no
documentation to indicate that the laboratory took corrective action for the
unsatisfactory score in proficiency testing received in 2019. Findingsinclude: The
laboratory received an unsatisfactory score of 67% for Parathyroid Hormone in the
American Proficiency Institute 1st Chemistry event of 2019 . There was no
documentation to indicate what had happened, if the laboratory had investigated, or
that corrective action was taken. During an interview with the Laboratory Supervisor.
at 11:00am on 9/16/20, it was said that corrective action had been performed but the
documentation had been misplaced.



