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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 A recertification survey was conducted on November 7, 2023. Florida I nstitute for

Reproductive Medicine clinical laboratory was not in compliance with 42 CFR 493,
requirements for clinical laboratories.

D5221 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(d)

All proficiency testing evaluation and verification activities must be documented.

This STANDARD is not met as evidenced by:

Based on record review and staff interview, the facility failed to document corrective
action for one unsatisfactory proficiency testing event in 2023. Findings include: The
record review of the American Association of Bioanalysts (AAB) proficiency testing
event titled "Embryology, Andrology & Fetal 21 2023" showed a score of 50% for the
test "Sperm Count, Video" using the Makler method. There was no documentation of
corrective action. The interview with testing person A on 11/7/23 a 10:10am
confirmed the documentation was missing.



