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Summary Statement of Deficiencies

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:
Through a review of the CMS-209 form, personnel rcords,a lack of documentation, 
and interviews with laboratory staff, it was determined the technical consultant failed 
to evaluate the competency of one of two testing personnel. Survey findings follow: 
A) Review of the CMS 209 form revealed that the laboratory staff member, identified 
as number four on the CMS 209 form, was listed as a testing personnel. B) Review of 
personnel records for testing personnel, identified as number four on the CMS 209 
form, revealed that in the years of 2018 and 2019 documents titled "Annual 
Comptency for Clinical Laboratory Manager" did not address the competency 
required for performing the laboratory tests identified on the CMS 116 form submitted 
for the laboratory, did not specify the six required elements for evaluating the 
competency of testing personnel, and was intialed as being performed by the clinic 
administrator. C) Review of the CMS 209 form revealed that the clinic adminsitrator 
was not included as the technical consultant. D) Upon request, the laboratory could 
not produce competency evaluations performed by the technical consultant for the 
years of 2018 and 2019 for the testing personnel identified as number 4 on the CMS 
209 form. E) In an interview at appriximately 10:15 AM on 11/6/19, the laboratory 
technical consultant, identified as number 1 and the testing personnel identified as 
number 4 on the CMS 209 form, confirmed that the testing personnel identified above 
performed moderately complex laboratory procedures and that annual competencies 
had not been evaluated by the technical consultant.
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