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Pre-workshop assignment

Objectives

The world of medical devices is a fast one. New products are being introduced in the market every year and many of them have a product lifetime of less than 5 years. All medical device companies have products in their pipelines, waiting to get out there, be sold successfully for 3 years and then be replaced by the next version! This makes regulatory writing for medical devices particularly interesting, but also complicated. The definitions of what a medical device is and the regulatory frame for their market release are also in constant change. Some medical devices can be marketed easily; others must go through clinical studies that are very similar to the ones required for medicinal products. 

It is not the responsibility of the Medical Writer to find out which device must go through which process, but it is helpful to know which different market release paths are possible and the related documents.
During this workshop we will review some of the topics described above and we will analyse in depth some of the most common documents related with Medical Devices required to put together an appropriate dossier.
This pre-workshop assignment is intended to give you a very basic idea of what medical devices are and assess the knowledge of participants regarding what is the legal frame within medical devices are market released. 
The assignment should be returned to Dr. Claudia Frumento at the following address:

Email: c.frumento@icimt.com  using the following file name: pre-WS-YOUR LAST NAME.doc

Deadline for return: 30 April 2021
Time required:
Not more than 1 hour

Content Part 1
Materials: access to the web

Answering the following questions will help you to have an idea of the basic concepts that will be used during the workshop:

· What is a medical device?

· What is the Medical Device Directive (MDD) and what is the Medical Device Regulation (MDR)
· What are In-Vitro diagnostic products? 
· What is the CE mark?
Content Part 2 

Material: none, just answer the following questions using common sense, without trying to find out what the “real” answers are; there are many!

A medical device company wants to introduce a new model of a cardiac pacemaker. The new model includes only one new function that affects the way it reacts to cardiac arrhythmias. 

Do you think that the company has to run a complete new clinical investigation or can make a short cut and base the market release process on previous clinical investigations? 
Which organization/s and who is going to read the dossier to apply for the CE mark? 
If a clinical study is required, which key information can’t be omitted in the dossier?

Assessment criteria

The answers of the participants will be used to adapt the scope and depth of the workshop.
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