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Chapter 3 How to use this guidebook

CHAPTER 3

HOW TO USE THIS GUIDEBOOK

As mentioned in the welcome chapter, this book is not meant to be read from cover to cover, it is a set of tools
and references that you can use to ensure you have met the requirements of the MDR.

The book is broken into chapters that represent different tools you can use. Colour coding is used to aid
navigation and each section of the book has a different coloured bar on the outside margin of the page to
allow quick referencing. The colour coding of each tool is represented by the coloured line under each tool
description below.

The starting point for most users of this guidebook will be Chapter 4 - Compliance Guide, which identifies
what a manufacturer needs to do to comply with the MDR, from there, the tools can be navigated as required.
The tool sets are as follows:

COMPLIANCE GUIDE:

The compliance guide is the starting point to aid compliance with the MDR. It provides an overview to
the requirements of the MDR and helps a manufacturer build the documentation required to demonstrate

compliance. This section also includes a list of 14 things that should be considered by a manufacturer.

DEVICE CLASSIFICATION

This lists the rules for classification and identifies what has changed from the Medical Device Directive. There
is also a small section describing the type of devices that rule is intended for.

CLINICAL EVALUATION

This section provides some guidance on the requirements for clinical data and also has a notified body
inspired checklist. This is a very large subject, so it provides a basic overview to help you get started.

CONFORMITY ASSESSMENT ROUTE ANNEXES:

This section provides a tabular view of the conformity assessment routes. Itis a comparison tool that you can
use to identify a preferred conformity route and the associated requirements.

QMS TABLES:

This chapter provides a set of useful tables that links the requirements of a Quality Management System
to the requirements of the MDR, this can be used to ensure that your QMS procedures meet the necessary
requirements.
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