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Summary Statement of Deficiencies

D0000 On June 28, 2023 an off site follow-up review was completed. The report revealed 
that the plan of correction was found to be acceptable. The facility is now in 
compliance with CLIA regulations.

D6046 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:
Based on personnel records review and interview with the Technical Consultant (TC), 
the laboratory failed to perform one (1) out of five (5) semi-annual competency 
assessments for their testing personnel (TP) in the specialty of Hematology in 2022. 
Finding: 1. A review of training and competency assessment records for all personnel 
revealed the laboratory's (TC) failed to provide semi-annual competency assessment 
records for TP #7 (CMS form 209) on Syxmex XN 2000 Hematology analyzer. 
Record review revealed (TP) #7 had a start date of 07/07/2021, completed training 10
/20/2021 and NO semi-annual assessment in April of 2022. The policy titled, 
"Competency Assessment" states, "Competency assessments will occur at the onset of 
testing, following training sign off based on speciality, a semi-annual and annual 
assessment there after". Semi-Annual assesments were performed on TPs #3, 4, 5, 6 
and NOT #7. 2. An interview with the Technical Consultant (TC) (TP#2 CMS 209) in 
the conference room, in the presence of the CMS FMS evaluator, at approximately 3:
00 PM on June 01, 2023 confirmed the absence of semi-annual competency 
evaluation for TP#7 (CMS 209).
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