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D2007 TESTING OF PROFICIENCY TESTING SAMPLES

CFR(S): 493.801(b)(1)

The samples must be examined or tested with the laboratory's regular patient
workload by personnel who routinely perform the testing in the laboratory, using the
laboratory's routine methods

This STANDARD is not met as evidenced by:

Based on record review, and interview, the laboratory failed to ensure three of five
testing personnel (TP) who routinely perform Potassium Hydroxide (KOH)
preparations, participate in six PT events (2020, 2021) reviewed. Findings include: 1.
The Mycology PT records for 2020 through 2021, the Laboratory Personnel Report
(CMS-209), employeefiles, and laboratory's PT policy were reviewed. 2. The PT
policy reviewed required PT samplesto be tested by testing personnel (TP) who
routinely perform the test in the laboratory. 3. The CM S-209 and employee files
revealed five laboratory personnel (TP1, TP2, TP3, TP4, and TP5) listed and
authorized to perform KOH preparations. 4. The KOH dlide preps PT documents
showed that the laboratory participated in six PT sample testing events during the
years of 2020 and 2021. 5. Further review of the PT documents showed TP2, TP4,
and TP5 had failed to participate in any PT sample testing event during the period
reviewed. 6. The laboratory director confirmed the above findings on 03/24/2022 12:
50 PM.

D5217 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure it performs that is not included in subpart | of this part.



This STANDARD is not met as evidenced by:

Based on record review, lack of documentation, and interview, the laboratory failed to
verify the accuracy of the Histopathology slide interpretations (2020, 2021) affecting
1500 reported patients results. Findings include: 1. The laboratory's quality assurance
(QA) documents for the years of 2020 and 2021, the Laboratory Personnel Report
(CMS-209), personnel records, and manual were reviewed. 2. Interview with the
laboratory manager on 03/24/2022 at 11:10 AM, stated that Histopathology slide
interpretations are read at the facility. 3. The CM S-209 and personnel records revea ed
two testing personnel (TP1 and TP2) listed and authorized to read or interpret tissue
dlidesin the laboratory. 4. The QA policy and procedures and documents reviewed
failed to include a process to ensure the continued accuracy of the TP reading
Histopathol ogy slides during the period reviewed. 5. The laboratory reported 1500
Histopathology results during the year of 2021. 6. The laboratory director and
manager confirmed the above findings on 03/24/2022 12:50 PM.



