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Summary Statement of Deficiencies

D5791 ANALYTIC SYSTEMS QUALITY ASSESSMENT
CFR(s): 493.1289(a)(c)

(a) The laboratory must establish and follow written policies and procedures for an 
ongoing mechanism to monitor, assess, and when indicated, correct problems 
identified in the analytic systems specified in 493.1251 through 493.1283. (c) The 
laboratory must document all analytic systems assessment activities. 

This STANDARD is not met as evidenced by:
Based on surveyor review of laboratory procedures and records and manufacturer's 
instructions, and interview with the technical consultant, the laboratory did not update 
one of one Mini VIDAS Lyme procedure to include revised calibration requirements 
and did not have a quality assessment process in place to ensure updating of 
procedures when the manufacturer revised their instructions. Findings include: 1. 
Review of the laboratory procedure, Mini VIDAS Lyme, showed the laboratory 
required calibration of the assay "for each new lot received and every fourteen days 
thereafter". 2. Review of the laboratory's 'VIDAS Calibration Log' showed the 
laboratory calibrated the Lyme IgG and IgM assays once per month from June 
through October 2023. 3. Review of the manufacturer's instructions showed the 
manufacturer required calibration every 28 days. 4. Interview with the technical 
consultant on November 8, 2023, at 12:30 PM confirmed the laboratory did not 
update the procedure to reflect the changed manufacturer's calibration requirements. 
Further interview confirmed the laboratory did not have a process to ensure the 
laboratory integrated changes in the manufacturer's instructions into their procedures.
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