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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D0000 The following deficiencies were cited as the result of arecertification survey on 03/11

/2021 for 42 CFR part 493 Laboratory Requirements.

D6046 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(S): 493.1413(b)(8)

(b) Thetechnical 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 the review of personnel records, CMS (Centers for Medicare & Medicaid
Services) Personnel Report Form 209, email and interview with the Technical
Consultant, the Technical Consultant failed to perform competency evaluations for 1
Testing Person (TP#3) of 3 (TP#1-TP#3)Testing Personnel. Finding are: A. Review of
the CM S Personnel Report Form 209, signed by the Laboratory Director on 03/09
/2021, indicated TP#1 was a current testing person at this laboratory, Lab A. B.
Review of personnel records revealed no documentation of competency for TP#1 at
this laboratory. Her personnel records indicated that she had worked for one of the
sister laboratories, Lab Cin 2018 and 2019. C. During interview on 03/11/2021 at 7-
50 am, the Technica Consultant stated the competency was done at Lab C. D. Review
of an email dated 03/15/2021 from the Technical Consultant indicated TP#1 was hired
on 03/12/2018 for the Lab C location and no indication she was transferred to this
laboratory prior to the survey.

D6066 TESTING PERSONNEL QUALIFICATIONS
CFR(S): 493.1423(b)(4)(ii)

Have documentation of training appropriate for the testing performed prior to
analyzing patient specimens.



This STANDARD is not met as evidenced by:

Based on the review of personnel records, CM S (Centers for Medicare & Medicaid
Services) Personnel Report Form 209 and email, there was no training documentation
for 1 Testing Person (TP#3) of 3 (TP#1-TP#3)Testing Personnel. Finding are: A.
Review of the CM S Personnel Report Form 209, signed by the Laboratory Director on
03/09/2021, indicated TP#3 was a current testing person at this laboratory, Lab A. B.
Review of personnel records revealed no documentation of training for TP#3 at this
laboratory. Her personnel records indicated that she had worked for one of the sister
laboratories, Lab Cin 2018 and 2019. C. Review of an email dated 03/15/2021 from
the Technical Consultant indicated TP#3 was hired on 03/12/2018 for the Lab C
location and no indication she was transferred to this |aboratory prior to the survey.
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