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Summary Statement of Deficiencies

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445()(4)

(e)(4) Ensure that the laboratory is enrolled in an HHS-approved proficiency testing
program for the testing performed and that--

This STANDARD is not met as evidenced by:

Based on record review and staff interview, the Laboratory Director (LD) failed to
ensure the laboratory (lab) was enrolled in proficiency testing (PT) in event 1 of 2025
for immunohematol ogy regulated analytes. Findingsinclude: 1. Review on 8/12/2025
of CASPER report 0155D revealed no scoresin Event 1 of 2025 for ABO and D
(RHO) blood typing, antibody detection, and compatibility testing. 2. Review on 8/12
/2025 of the lab's PT orders for 2025 revealed the PT order for ABO and D (RHO)
blood typing, antibody detection, and compatibility testing was completed 5/28/2025.
3. Interview on 8/12/2025 at 11:15 a.m. with the Lab Director and Technical
Supervisor confirmed the lab did not enroll in PT Event 1 2025 for ABO and D
(RHO) blood typing, antibody detection, and compatibility testing.



