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Summary Statement of Deficiencies

D2009 TESTING OF PROFICIENCY TESTING SAMPLES
CFR(s): 493.801(b)(1)

The individual testing or examining the samples and the laboratory director must 
attest to the routine integration of the samples into the patient workload using the 
laboratory's routine methods.

This STANDARD is not met as evidenced by:
Based on review of Andrology Laboratory Proficiency Testing (PT) Attestation 
records, laboratory procedure manual and interview with Technical Supervisor (TS) 
#1, the Laboratory Director (LD) or designee failed to sign attestation statements for 3 
of 4 Hematology PT events in 2021 and 2022. Findings include: 1. The laboratory's 
standard operating procedure "Alternate Proficiency Assessment Methods for Semen 
Analysis" states, "These records will be kept along with the attestation statement 
signed by the laboratory director or designee for a minimum of two years from the 
date of the proficiency testing event." 2. On the day of survey, 08/31/2023 at 8:50 am, 
review of 2021 and 2022 Andrology Laboratory PT Attestation records revealed the 
LD or designee did not sign the following attestation statements for semen analysis:  
1st event performed on 04/22/2021  2nd event performed on 11/01/2021  1st event 
performed on 05/06/2022 3. TS #1 confirmed the above findings on 08/31/2023 at 10:
20 am
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