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Summary Statement of Deficiencies

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the
performance of individuals responsible for moderate complexity testing at |east
annually, after the first year.

This STANDARD is not met as evidenced by:

Based on remote record review, phone interview with the Assistant Manager of
Quality (AMQ), and email communication with the AMQ, the technical consultant
failed to evaluate and document the performance of all testing personnel (TP)
annually. Findings: 1. The laboratory listed 12 TP on the Laboratory Personnel
Report, form CM S-209. Training and competency records were reviewed for all 12
TP. 2. During the phone interview on 05/19/2021 at 12:30 PM, the AMQ stated that
the laboratory's competency assessments consisted of 2 parts, assessment and
observation, and were documented as such in the laboratory's electronic database. 3.
Database records showed that TP #4 had an initial assessment and observation on 02
/05/2018, a 6-month assessment on 10/17/2018, a 6-month observation on 11/02/2018
and an annual assessment and observation on 06/26/2020. There were no records for
an annual assessment or observation for 2019. 4. Database records showed that TP #6
had an initial assessment on 01/06/2018, an initial observation on 02/07/2018, a 6-
month assessment on 11/08/2018, a 6-month observation on 11/09/2018, an annual
assessment on 07/01/2020, and an annual observation on 07/03/2020. There were no
records for an annual assessment or observation for 2019. 5. Database records showed
that TP #9 had an initial assessment and observation on 02/07/2018, a 6-month
assessment on 10/19/2018, a 6-month observation on 01/28/2019, an annual
assessment on 07/01/2020, and an annual observation on 07/08/2020. There were no
records for an annual assessment or observation for 2019. 6. In an email received on
06/02/2021 at 2:34 PM, the AMQ confirmed that the 2019 annual evaluations could
not be located for TP #4, TP #6 and TP #9.



