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Summary Statement of Deficiencies

ROUTINE CHEMISTRY
CFR(S): 493.841(c)

Failure to participate in atesting event is unsatisfactory performance and resultsin a
score of O for the testing event. Consideration may be given to those laboratories
failing to participate in atesting event only if-- (1) Patient testing was suspended
during the time frame allotted for testing and reporting proficiency testing results; (2)
The laboratory notifies the inspecting agency and the proficiency testing program
within the time frame for submitting proficiency testing results of the suspension of
patient testing and the circumstances associated with failure to perform tests on
proficiency testing samples; and (3)The laboratory participated in the previous two
proficiency testing events.

This STANDARD is not met as evidenced by:

Based on review of the 2018 proficiency testing (PT) records, patient number one
final report and interview with the technical consultant, the laboratory failed to
participate in the 2018 proficiency testing events two and three for the lactate
dehydrogenase (LDH). The findings include: 1) Review of the 2018 PT records
revealed no participation for the LDH in events two and three. The 2018 event one
documented corrective action stated the PT agency was contacted and informed no
patient testing was performed. 2) Review of patient number one final report revealed
the chemistry instrument printout, which includes the LDH, is scanned into the patient
electronic medical record (EMR). 3) Interview on November 19, 2018 at 11:00 a.m.
with the technical consultant confirmed the chemistry instrument printout with the
LDH is scanned into the patient EMR.



