'@NEISO” LabS® Biocompatibility

A Sotera Health company ~ Testing Matrix

Tests for Consideration
[Based on IS0 10993-1:2018 and FDA 2016 Guidance on 1SO 10993-1]
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T*Tissue” includes tissue fluids and subcutaneous spaces X - Required
% For all devices used in extracorporeal circuits E - 1S0 Endpoints to be evaluated
® Can be assessed through chemical characterization testing { - Additional tests which the FDA considers applicable

and a toxicological risk assessment.
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