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D3037 RETENTION REQUIREMENTS
CFR(s): 493.1105(a)(4)

Proficiency testing records. Retain all proficiency testing records for at least 2 years.

This STANDARD is not met as evidenced by:
Based on review of proficiency testing (PT) records and interview with the general 
supervisor, the laboratory failed to retain syphilis serology and general immunology 
(anti-HIV) scores obtained for five of five PT samples for two of three testing events 
in 2017 and one of one testing events through July 3, 2018. Findings: 1. The 
laboratory did not have documentation for PT scores obtained for five of five syphilis 
serology samples for the first and second testing events of 2017 and the first testing 
event of 2018. 2. The laboratory did not have documentation for PT scores obtained 
for five of five anti-HIV samples for the first and second testing events of 2017 and 
the first testing event of 2018. 3. Interview with the general supervisor on July 3, 2018 
at 11:30 AM confirmed, the laboratory failed to retain all proficiency testing records 
for at least two years.

D6086 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(3)(ii)

The laboratory director must ensure that verification procedures used are adequate to 
determine the accuracy, precision, and other pertinent performance characteristics of 
the method.

This STANDARD is not met as evidenced by:
Based on review of verification procedures for the Bioplex analyzer and two of two 
Evolis analyzers, and interview with the laboratory director, the laboratory director 
failed to ensure the verification procedures were adequate to determine accuracy, 
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precision, reportable range and reference intervals (normal values) prior to patient 
testing for syphilis serology, anti-HIV and hepatitis markers. Findings: 1. Review of 
verification procedures for the Bioplex analyzer revealed no documentation the 
laboratory director reviewed and approved the procedures prior to implementing 
patient testing April 2017. 2. Review of verification procedures for two of two Evolis 
analyzers revealed no documentation the laboratory director reviewed and approved 
the procedures prior in implementing patient testing April 2018. 3. Interview with the 
laboratory director on July 3, 2018 at 11:30 AM confirmed, the laboratory director 
failed to review and approve verification procedures prior to patient testing.


