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Summary Statement of Deficiencies

TECHNICAL CONSULTANT-MODERATE COMPEXITY
CFR(S): 493.1409

The laboratory must have atechnical consultant who meets the qualification
requirements of 493.1411 of this subpart and provides technical oversight in
accordance with 493.1413 of this subpart.

This CONDITION is not met as evidenced by:

Through interviews with staff, review of Consultation Reports, and review of
competency assessments, it was determined competency assessments were not
documented by the technical consultant listed on the CM'S 209. Findings include:
D6046 - competency assessments were documented by personnel not listed as
technical consultant on the CM S 209 and direct observation competency assessments
were documented by personnel who was not present on the date of the assessment.

TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(8)

(b) The technical consultant is responsible for-- (b)(8) Evaluating the competency of
all testing personnel and assuring that the staff maintain their competency to perform
test procedures and report test results promptly, accurately and proficiently.

This STANDARD is not met as evidenced by:

. Through interviews with staff, review of Consultation Reports, and review of
competency assessments, it was determined competency assessments were
documented by personnel not listed as technical consultant on the CM S 209 and
documented by personnel who were not present on the date of the assessment. Survey
findings follow: A. Laboratory employee #3, who was present for the survey was not



listed on the form CM S-209 and stated in an interview (8:40 on 9/25/2020) that she
was not the technical consultant for the laboratory but is called by the laboratory and
only comesin when the laboratory is having a CLIA inspection (3/16/18 and 3/11
/2020). B. In areview of the Employee Competency Assessments dated 12/26/2018, 3
122/2019, and 9/9/2019 it was observed the handwriting that documented the direct
observation competency assessment matched the handwriting of laboratory employee
#3 as listed on the Employee Identification Worksheet. In an interview at 8:46 on 9/25
12020, employee #3 confirmed it was her handwriting that documented direct
observation competency assessments on dates when she was not at the facility and
could not directly observe competency. C. In an interview at 8:50 on 9/25/2020,
employee #3 (as listed on the Employee | dentification Worksheet), stated again that
she only comes to the laboratory when the laboratory contacts her prior to their CLIA
surveys. She confirmed the only dates she had been to the laboratory prior to the
current survey were 3/16/2018 and 3/11/2020 (not the dates of the competency
assessments which were in her handwriting). D. The surveyor requested
documentation of consultation by employee #3 and was presented with Consultation
Reports dated 3/16/2018 and 3/11/2020. Employee #3 confirmed (8:50 on 9/25/2020)
no other documentation of consultation visits was available. There were discrepancies
in the dates employee #3 reported she was in the laboratory and the documented dates
of direct observation competencies.



