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A Guide for Manufacturers to Ensure Technical Documentation Complies with EU Medical Device Regulation 2017/745 BSI https://www.bsigroup.com/globalassets/localfiles/es-es/Medical%20devices/Documentos%20tecnicos/white-paper-
technical-documentation-web.pdf

Technical File Vs 510k vs Design History File. Greenlight guru https://www.greenlight.guru/blog/technical-file-vs-510-k-vs-design-history-file-dhf

Three (3) important technical file and 510k submission differences Medical Device Academy. https://medicaldeviceacademy.com/technical-file-and-510k-submission-differences

STED GTHF/SG1/N063:2011

Design History Files for Combination Products and Medical Devices. Presentation by Cornelia Kruettli La Roche Limited 18 May, 2016

Design Control, Presentation by Joseph Tartal. FDA https://www.fda.gov/downloads/Training/CDRHLearn/UCM529614.pdf

FDA Design Control Guidance for medical device manufacturer 11 Mar, 1997
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