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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 records, observation of the coagulation 
analyzer, and interview with the technical consultant, the laboratory's quality 
assurance process for evaluating the accuracy of the INR (International Normalized 
Ratio) calculation did not identify an incorrect mean patient Protime (PT) value used 
in the calculation. Findings include: 1. Review of the ACL 2017 Reagent/QC (Quality 
Control) Roll-Over Checklist for this laboratory showed the geometric mean of 
normal patient values for lot #549704 equaled 9.9 seconds. Review of the Mean 
Normal Value for the Calculation of PT/INR worksheet showed the value of the 
geometric mean is 9.845 for Innovin lot #549704. 2. Observation of the coagulation 
analyzer at 11:30 AM on February 22, 2018 showed a mean normal patient value of 
9.9 seconds in use for the INR calculation. Observation of coagulation reagents 
showed lot # 549704 was in use. 3. Interview with the technical consultant on 
February 22, 2018 at 11:30 AM confirmed the calculated geometric mean for the 
normal patient protime result was incorrectly entered on the Roll-Over Checklist and 
on the analyzer as 9.9 instead of 9.8. Further interview confirmed the laboratory's 
quality assessment procedures did not identify the error.
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