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Usage note

The intent of this document is to help you recognize the activities related to establishing a MDMS. This
document should not be considered as professional consulting for establishing or implementing a
MDMS.

Use of this handbook does not guarantee a successful implementation nor an implementation that is
ready for certification. If you want to implement a MDMS, consider hiring a professional consultant who
specializes in implementing ISO 13485 compliant MDMS.
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