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D6051 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(8)(v)

The procedures for evaluation of the competency of the staff must include, but are not 
limited to assessment of test performance through testing previously analyzed 
specimens, internal blind testing samples or external proficiency testing samples.

This STANDARD is not met as evidenced by:
Based on review of laboratory competency assessment policy, review of 2017, 2018 
and 2019 testing personnel (TP) competency assessments, and interview with 
technical consultant (TC) 11/14/19, the TC failed to ensure assessment of TP test 
performance through the testing of previously analyzed specimens, internal blind 
testing samples or external proficiency testing (PT) samples for all TP. Findings: 
Review of competency assessment policy "MOD/High Competency Personnel 
Competency" revealed "12. Successfully participates in Proficiency Testing. Date of 
latest participation:" Review of 2017, 2018 and 2019 competency assessments 
revealed TP competency evaluations had not included a yearly assessment of TP test 
performance through the testing of previously analyzed specimens, internal blind 
testing samples or external PT samples for all TP. For example: 1. TP #3 participated 
in PT in 2017, but had not been assessed in 2018 and 2019. 2. TP #5 participated in 
PT in 2017, but had not been assessed in 2018 and 2019. 3. TP #6 participated in PT 
in 2017, but had not been assessed in 2018; competency was not yet completed for 
2019. Interview with TC at approximately 10:00 a.m. confirmed that all TP had not 
been assessed yearly as required through the testing of previously analyzed 
specimens, internal blind testing samples or external PT samples.
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