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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 An announced CLIA recertification survey was conducted at APLS Services LLC dba

Clear Diagnostics on 06/30/2025. The laboratory is not in compliance with 42 CFR
Part 493, Requirements for Laboratories. The following is a description of the
standard level deficiency:

D6120 TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(S): 493.1451(b)(7)(8)

(b)(7) Identifying training needs and assuring that each individual performing tests
receives regular in-service training and education appropriate for the type and
complexity of the laboratory services performed; (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:

Based on record review and interview, the Technical Supervisor failed to perform an
initial and 6 month competency assessment for one testing person (TP #A) of seven
TP (#A - #G). Findings included: The owner stated during an interview on 06/30/2025
at 10:30 am. that TP #A's date of hired was 08/2023. Competency assessments for TP
#A were reviewed. Aninitial and 6 month competency were not present. Interview
with the owner at 11:15 am. on 06/30/2025 confirmed the initial and 6 month
competencies were not present.



