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Legal principles for the qualification of products 
as medical devices
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Which bags are concerned? 
§ Specifications

Is this a binding protocol?
§ National Laws

What consequences does this have in Mountain Rescue?
§ Users 
§ Manufacturers
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Legal principle:

REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE 
COUNCIL

of 5 April 2017
on medical devices, amending Directive 2001/83/EC, 

Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and 
repealing Council Directives 90/385/EEC and 93/42/EEC

Manual on borderline and classification for medical devices under
Regulation (EU) 2017/745 on medical devices and

Regulation (EU) 2017/746 on in vitro diagnostic medical devices
Version 1 – September 2022

Binding for all EU Member Countries?
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National Agencies

Survey among ICAR Members & Mountain Rescue 
Organisations

Contact to EU Commission: 
Medical Device Regulation Group

© Image source: https://www.dreamstime.com/
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Reply from the German Ministry 
of Health (21.02.2023)

„It is at the discretion of the 
manufacturer to determine 
the intended use of their 
products….. 

…The BCWG decision does 
not result in any obligations 
for users to act…There is no 
obligation to only use 
products which are 
designated by the 
manufacturer as a medical 
device… It is therefore not 
required to exchange your 
products.”
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Contact @ Brussels at the European Commission:

Paul Piscoi, MD


