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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 review of the CM S-209 personnel report form and interview with the
laboratory manager on 02/11/2021 the laboratory failed to establish and follow written
policies and procedures to assess employee competency annually. Findings include: 1.
The laboratory's CM S-209 personnel form identified seven individuals who are
designated as General supervisors, of which six of the seven are testing personnel and
three of the seven are designated as technical supervisors. 2. Review of personnel
competency records revealed that 3 of 3 technical supervisors, and seven of seven
general supervisors, did not have annual competencies performed to assess their
competency for those responsibilities as Technical supervisor or General supervisors
and the additional responsibilities as delegated by the laboratory director for 2019 and
2020. 3. The laboratory manger confirmed the lack of competency assessments for
Technical supervisors/General supervisors by interview on February 11, 2021 at 10:20
am. 4. The laboratory reports performing 284,000 patient samples annually.

D5311 SPECIMEN SUBMISSION, HANDLING, AND REFERRAL
CFR(s): 493.1242(a)

The laboratory must establish and follow written policies and procedures for each of
the following, if applicable: (1) Patient preparation. (2) Specimen collection. (3)
Specimen labeling, including patient name or unique patient identifier and, when
appropriate, specimen source. (4) Specimen storage and preservation. (5) Conditions
for specimen transportation. (6) Specimen processing. (7) Specimen acceptability and



rejection. (8) Specimen referral.

This STANDARD is not met as evidenced by:

Based on observation and interview with the laboratory manager on 02/11/2021, the
laboratory failed to follow established written policies and procedures for each of the
following,specimen storage and preservation, conditions for specimen transportation.
Findingsinclude: 1. The laboratory had established it's VTM media stability for
SARS CoV-2 storage and transport to be at 2-8 degrees Celsius once inoculated or
frozen at -70 degrees. 2. During the tour of the laboratory's receiving processing area,
it was observed that the laboratory did not take the temperatures of the of the samples
upon receipt. 3. The laboratory failed follow their established information for use, of
their own VTM media by monitoring and documenting the temperatures of patient
VTM SARS CoV-2 specimens for acceptability upon receipt prior to testing. 4. The
laboratory manager confirmed by interview on January 11, 2021 at 5:00 p.m. the lack
of monitoring and documenting specimen temperature acceptability. 5. The laboratory
reports performing 210,000 SARS CoV-2 molecular tests annually. .



