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AHWP “Guidance for Additional Requirements for Submission Dossier
Conformity Assessment of Companion In Vitro Diagnostic Medical Devices
AHWP/WG2/WD001:2017”

US FDA “In Vitro Companion Diagnostic Devices: Guidance for Industry and
Food and Drug Administration Staff (2014.8.6)”

US FDA “Principles for Co-development of an In Vitro Companion Diagnostic
Device with a Therapeutic Product: Draft Guidance for Industry and Food and
Drug Administration Staff (2016.7.15)”

European Union “Regulation (EU) 2017/746 of the European Parliament and of
the Council of 5 April 2017 on in vitro diagnostic medical devices, repealing
Directive 98/79/EC and Commission Decision 2010/227/EU”
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