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Summary Statement of Deficiencies

PERSONNEL COMPETENCY ASSESSMENT POLICIES
CFR(S): 493.1235

As specified in the personnel requirements in subpart M, the laboratory must establish
and follow written policies and procedures to assess employee and, if applicable,
consultant competency.

This STANDARD is not met as evidenced by:

Based on record review, and an interview with the General Supervisor (GS) #1
laboratory failed to follow awritten policy and procedure to assess competency of the
Testing Personnel (TP) #5 and TP #6 as specified in the personnel requirementsin
subpart M. This deficient practice had the potential to affect all patientstested at the
laboratory by two out of 10 TP in the subspecialty of virology from 08/06/2022
through 10/18/2022. Findings Include: 1. A review of the laboratory's CMS-209
Personnel Report form, approved and signed by the Lab Director on 10/18/2022,
found 10 individualslisted as TP. 2. A review of the laboratory's " Competency
Checklist" for the "Fast 2.0" salivatest found the following statement: "This employee
has successfully completed all required elements for training and has been evaluated
for proper test performance and/or proper processing performance. This evaluation
showed that this employee is proficient to begin patient testing and/or processing of
samples.” 3. A review of the laboratory'sinitial competency assessment data for the
"Fast 2.0" salivatest system found the following: TP #5 initia training: "8-25-22" TP
#6 initia training: "8-18-22" 4. A review of the laboratory's test and Quality Control
(QC) records for the "Fast 2.0" salivatest system found the following: "Date... Initials
8/9/22 [TP #6] 8/9/22 [TP #6] 8/11/22 [TP #6]8/11/22 [TP #6] 8/11/22 [TP #6] 8/11
122 [TP #6]8/12/22 [TP #6] 8/12/22 [TP #6] 8/15/22 [TP #6] 8/15/22 [TP #6] 8/16/22
[TP#5] 8/17/22 [TP#5] 8/17/22 [TP #5] 8/17/22 [TP #5]" 5. Aninterview with the
GS#1, on 10/18/2022 at 3:12 PM, confirmed that the laboratory failed to perform an
initial competency assessment for TP #5 and TP #6 prior to patient testing.



