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Summary Statement of Deficiencies

D5411 TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(a)

Test systems must be selected by the laboratory. The testing must be performed 
following the manufacturer's instructions and in a manner that provides test results 
within the laboratory's stated performance specifications for each test system as 
determined under 493.1253. 

This STANDARD is not met as evidenced by:
Through a review of the Eightcheck-3WP X-TRA package insert, quality control 
documentation for September and November of 2018 and January 2019, and an 
interview with the laboratory director, it was determined the laboratory failed to 
follow manufacturer's instructions for the use of the Eightcheck-3WP X-TRA quality 
control material. Survey findings include: A. Through a review of the Eightcheck-
3WP X-TRA package insert it was determined that in the section labeled 
"Performance characteristics and limitations" the package insert stated, "The assay 
values are obtained using instrument manufacturer's recommended reagents. The 
values obtained on Eightcheck-3WP X-TRA should be within the expected ranges." 
B. Through a review of data entered into the pocH-100i hematology instrument for the 
new lot of controls started on 11/14/2018 it was determined the laboratory set their 
quality control target values for RBC (red blood cell count) on the High Abnormal 
control outside the manufacturer's expected ranges. The RBC expected range for RBC 
listed on the package insert was 4.98 to 5.50. The target value programmed into the 
instrument was 4.97. C. In an interview, at 11:02 on 2/7/2019, the laboratory director 
confirmed the laboratory had set the RBC target mean outside of the manufacturer's 
expected range.
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