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Tag
D2007 TESTING OF PROFICIENCY TESTING SAMPLES

CFR(S): 493.801(b)(1)

The samples must be examined or tested with the laboratory's regular patient
workload by personnel who routinely perform the testing in the laboratory, using the
laboratory's routine methods

This STANDARD is not met as evidenced by:

Based on areview of 2016 and 2017 Proficiency Testing (PT) attestation records and
an interview with the primary testing person, it was determined the laboratory did not
involve one of two testing personnel in rotating PT samples for complete blood counts
during the 2 year period. Findingsinclude: 1. A review of PT records from 2016 and
2017 disclosed the primary lab person did all testing of PT samples. 2. An interview
with the primary testing person at 11 AM on June 6, 2018 confirmed she was the only
person running PT samples for the 2 year period.

D5209 PERSONNEL COMPETENCY ASSESSMENT POLICIES
CFR(S): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish
and follow written policies and procedures to assess employee and, if applicable,
consultant competency.

This STANDARD is not met as evidenced by:

Based on areview of the procedure manual, employee training records for 2016-2017,
and an interview with the lead testing person, the laboratory failed to document all
competencies and training procedures performed initially for the new hire personnel
using the six minimum required competency areas. Findingsinclude: 1. Review of the
procedure manual revealed competencies and training was required for new hire lab



personnel initially and at six months intervals during the first year. 2. Review of the
employee training records for 2016-17 revealed no competencies and training were
documented for one new hire lab testing person #2. 3. In an interview, June 6, 2018, at
approximately 11:00 AM, the lead testing person confirmed the employee training
records for 2016-17 were incomplete by missing the competencies and training for the
new lab personnel initially upon hire.



