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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D6091 LABORATORY DIRECTOR RESPONSIBILITIES

CFR(9): 493.1445(e)(4)(iii)

The laboratory director must ensure all proficiency testing reports received are
reviewed by the appropriate staff to evaluate the laboratory's performance and to
identify any problems that require corrective action.

This STANDARD is not met as evidenced by:

Based on the review of Vascular Strategies LL C proficiency testing (PT) results and
interview with the Technical supervisor (TS) the laboratory failed to identify
problems that required a corrective action for PT results for Folate Receptor Antibody
Test (FRAT) Blocking Assay and FRAT Binding Assay in 2021. Findings Include: 1.
On the day of survey, 10/11/2022 at 11:53 am, review of Vascular Strategies LLC PT
revealed: - FRAT Binding Assay on 12/08/2021- score of 80%. - FRAT Blocking
Assay on 12/08/2021- score of 80% 2. The laboratory director acknowledged the
scores of 80% with their signature, but no assessment was made. 3. The TS confirmed
the findings above on 10/11/2022 at 1:30 pm.



