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T he investigation employed relevant empirical testing of a patient sample or reference

material using an appropriate reference method to the device (usually an IVD) involved in

the reported adverse event in order to support the identification of possible causes for

the adverse event. Relevant testing would typically be based on test methods used for

evaluating safety and performance as described in the latest relevant standards.

Qeios   ·   Definition, February 2, 2020

Qeios ID: ALI9VP   ·   https://doi.org/10.32388/ALI9VP 1/1

https://www.qeios.com/read/definition/25568#reviews
https://ncit.nci.nih.gov/ncitbrowser/ConceptReport.jsp?dictionary=NCI_Thesaurus&ns=ncit&code=C139453

	Testing of Patient Sample or Reference Material Using Reference Method
	Source


