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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 lack of documentation, SQA-V semen analysis instrument manufacturer's 
instructions, and interview with staff, the laboratory failed to verify semen analysis 
test accuracy at least twice a year for 2 of 2 years reviewed, 2017 and 2018. The 
laboratory performed approximately 3 semen analysis per week. Findings include: 1. 
The laboratory failed to document twice annual test verification for sperm count, 
motility, abnormal sperm morphology. 2. SQA-V manufacturer instructions included 
instructions for the laboratory to enroll in College of American Pathology semen 
analysis proficiency testing at least twice annually. 3. In an interview conducted on 08
/06/2019 at approximately 3:30 P.M., the laboratory manager confirmed the 
laboratory did not participate in a proficiency testing program that included the 
measured and assessed portions of the semen analysis reported by the SQA-V 
instrument.

D5411 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(a)

Test systems must be selected by the laboratory. The testing must be performed 
following the manufacturer's instructions and in a manner that provides test results 
within the laboratory's stated performance specifications for each test system as 
determined under 493.1253. 

This STANDARD is not met as evidenced by:
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Based on manufacturer's operator's manual review, lack of documentation and 
interview with staff, the laboratory failed to follow instructions to perform testing 
within the range of 22-26 degrees C for semen analysis performed using the SQA-V 
semen analysis instrument. The laboratory performed 3 semen analysis per week. 
Findings include: 1. The SQA-V manufacturer's operator's manual stated testing 
temperature range was 22-26 degrees C, 2, The laboratory failed to monitor room 
temperature each day of testing to ensure testing was performed within the 22-26 
degree temperature range. 3. In an interview conducted on 08/06/2019 at 
approximately 3:45 P.M. staff stated the laboratory did not monitor room temperature 
each test day.


