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Summary Statement of Deficiencies

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 I of this part.

This STANDARD is not met as evidenced by:
Based on observation of the Beckman Coulter Access II analyzer (serial number 
572646), review of laboratory records for 2024-2025, the lack of records, and 
interview with the Testing Person/Technical Consultant, it was determined the 
laboratory failed to verify the accuracy of testing for FSH (Follicle Stimulating 
Hormaone), Prolactin, TSH (Thyroid Stimulating Hormone), and AMH (Anti-
Muellerian Hormone). Findings included: 1. The laboratory chose to enroll in AAB
/MLE's proficiency testing program as the means to verify the accuracy of testing for 
FSH and Prolactin. 2. Laboratory proficiency test records for 2024 failed to verify test 
accuracy, as follows: a. FSH i. Events 1 and 2: No scores/ No participation. ii. For 
event 3, the laboratory reported 1 unacceptable result out of 2 for a score of 50% b. 
Prolactin i. Event 2: Lack of consensus; reported results could not be evaluated for 
accuracy. ii. Event 3: the laboratory reported 1 unacceptable result out of 2 for a score 
of 50%. 3. The laboratory didn't participate in AAB/MLE proficiency testing for TSH 
or AMH in 2024 and 2025. 4. The laboratory had no other records for verifying the 
accuracy of testing for FSH, Prolactin, TSH, or AMH. 5. The Testing Person
/Technical Consultant affirmed ( 3/25/26 at 1:00 PM) the aforementioned findings and 
that no alternate methods were utilized to verify the accuracy of testing. 6. The 
accuracy of testing was not verified for results reported during 2024, as follows: i. 
FSH: 19 out of 19 results reported during the timeframe 2/16/24 - 12/13/24; ii. 
Prolactin: 13 out of 20 results reported 2/16/24 - 12/04/24; 7. The accuracy of testing 
was not verified for results reported during 2024 -2025, as follows i. TSH: 8 out of 8 
results reported 3/18/24 - 10/07/24; 1 out of 1 reported 7/09/25. ii. AMH: 22 out of 22 
results reported 3/18/24 - 3/21/25. .
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