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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 record review and interview with the technical consultant, the laboratory 
(lab) did not have procedures to identify hematology quality control problems when 
the hematology analyzer "rejected analysis" of quality control test results. Findings: 1. 
On August 16, 2019 and January 17, 2019 the hematology analyzer reported that it 
"rejected analysis" of the normal hematology quality control results; 2. There was no 
record showing that the lab investigated (during the monthly quality control review) 
why the analyzer rejected the analysis of the control results, even though the rejected 
results met the labs criteria for quality control acceptability; and 3. This was 
confirmed during interview with the technical consultant on the day of survey.
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