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Understand the history, purpose and structure of the MDR 

The MDR (EU 2017/745) has replaced the MDD (93/42/EEC) as

the legislation detailing the requirements that manufacturers

must comply with in order to place medical devices on the

market within the EU.

Our industry leading experts have created a 2-day course to help

medical device manufacturers understand the additional

requirements of the regulation, so you know what you need to

do for your business and products to meet the new MDR.
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EU Medical Device
Regulation 2017/745
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At a glance

- 2-days of interactive training 

- Instructor-led virtual classroom

- Certificate of completion 

- Q&A session  

- Indexed copy of the MDR 

- Copies of the slides and handouts

- 15% off the MDR Guidebook

- On-site training available on request

Recommend Our
Virtual Classrooms

Who should attend?

This training course is

recommended for anyone making

and selling devices into the

European Union: 

- Regulatory Affairs Professionals 

- Research and Design Engineers

- Quality Managers 

- Quality Engineers 

- Authorised Representatives

- Consultants

LEARNINGOBJECTIVES
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Understand the obligations of the manufacturer,

economic operators and the PRRC

Be able to Identify the types of devices covered by the

MDR and the rules for classifying these devices

Understand the GSPRs and key features of a risk

management system based on ISO 14971

Describe the contents of the Technical Documentation

and the requirements for PMS, Vigilance and Clinical Data

Explain the UDI requirements and the relationship with

Eudamed
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Module One 

- History, purpose and structure of the MDR

- Key terminology and definitions

- EU-MDR timelines for transition

- Brexit 

- Devices in and out of scope

- MDR main changes

- Non-Medical devices

Module Two 

- Placing a device on the market

- Manufacturer’s articles & obligations

- Economic Operator & PRRC Responsibilities

- Declaration of conformity

- Procedure packs, spares and components

- CE Marking

Module Three 

- Overview and structure of the classification Annex VIII

- Class Types & Classification Rules

- Notified Body certificates

- Routes to conformity

Module Four 

- The General Safety and Performance Requirements

- Chapter I General Requirements

- Risk Management

- Chapter II Design & manufacture requirements

- Chapter III Device Information

Module Five 

- Clinical Evaluation requirements

- Post Market Surveillance

- Summary of Safety and Clinical Performance

- Vigilance 

- Clinical Evaluation and PMCF

Module Six 

- Annex II and Annex III Technical documentation

- Unique Device Identification (Annex VI)

- UDI Timelines

- Overview of Eudamed

- Guidance 

COURSEAGENDA

"I have been attending Medical

Device trainings for 20 years and I

can truly say this was the best

course I have ever taken. The

trainers were subject matter

experts who were able to

effectively communicate and

explain core and technical

concepts while keeping the

audience engaged"

"I really enjoyed this course and

took a lot away from it, Rod is an

excellent tutor. I now know what I

need to do for our MDR transition!

I have recommended this course

to my colleagues, thanks again" 
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"This course has helped me to

understand exactly what I need to

do in order to transition our

business from the MDD, I would

highly recommend this course." 
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