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FDA Guidance for Industry Abbreviated 510(k) Submissions for In Vitro Diagnostic
Calibrators (1999)

ISO 17511 In vitro diagnostic medical devices -Measurement of quantities in
biological samples -Metrological traceability of values assigned to calibrators and
control materials (2003)

EN 13640 Stability testing of in vitro diagnostic reagents (2002)

CLSI EP25-A Evaluation of Stability of In Vitro Diagnostic Reagents (2009)




