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Summary Statement of Deficiencies

D6045 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(7)

(b) The technical consultant is responsible for-- (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;

This STANDARD is not met as evidenced by:
Based on a review of Personnel Records, the Training and Competency Assessment 
Policy, and an interview with the Laboratory Supervisor, the Technical Consultant 
failed to assure training and evaluations were documented initially for moderate 
complexity testing (Vaginal Wet Preparation and Clinitek Adventus for Urine 
Analysis) before performing patient testing. This was noted for one out of three 
Testing Personnel listed on the CMS - 209 Laboratory Personnel Report. The findings 
include: 1. A review of Personnel Records revealed Testing Personnel #3's initial 
training was not documented before performing patient testing (starting in November 
2021). 2. A review of the Training and Competency Assessment Policy revealed, " 
Training 1. An employee who is new to the job function must receive training before 
being allowed to test independently. This includes employees new to the laboratory, 
employees who have transferred or have been promoted to different job duties... 4. 
There must be documentation of training...". 3. During an interview on 05/05/2022 at 
1:15 PM, the Laboratory Supervisor confirmed initial training was not documented, 
and Testing Personnel started patient testing in November 2021.

D6054 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the 
performance of individuals responsible for moderate complexity testing at least 
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annually, after the first year.

This STANDARD is not met as evidenced by:
Based on a review of Personnel Records, the Training and Competency Assessment 
Policy, and an interview with the Laboratory Supervisor, the Technical Consultant 
failed to document evaluations for moderate complexity testing (Vaginal Wet 
Preparation and Clinitek Adventus for Urine Analysis) at least annually, after the first 
year. This was noted for two out of three Testing Personnel listed on the CMS - 209 
Laboratory Personnel Report. The findings include: 1. A review of Personnel Records 
revealed the Testing Personnel #1 and #2 did not have annual evaluations documented 
for 2020 and 2021. 2. A review of the Training and Competency Assessment Policy 
revealed, "...Competency Schedule 1. Competency for nonwaived tests is assessed at 
the following times: a. after training, b. semi-annually during the first year, c. 
annually after the first year...". 3. During an interview on 05/05/2022 at 10:15 AM. 
the Laboratory Supervisor confirmed annual competencies were not documented for 
Testing Personnel #1 and #2 for 2020 and 2021.


