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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:
Based on surveyor review of laboratory policy, "General Policies for Coagulation", 
lack of documentation, and interview with the technical consultant and laboratory 
manager, the laboratory failed to follow manufacturer's instructions and laboratory 
policy for coagulation. Findings are: 1. Based on the laboratory's policy "General 
Policies for Coagulation" "with every new lot number of reagents, 20 normal patients 
will be run to validate the normal range." 2. The laboratory changed innovin lot 
number and had no documentation of validation of the normal range. 3. Interview 
with the technical consultant and lab manager on 5/19/2022 at 1pm confirmed the 
laboratory had changed innovin lot number and had not validated the normal range. 4. 
The laboratory tested 156 patients since the laboratory changed innovin lot number.
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