


Request for evidence on well-established technologies
as referred to in Article 52(4), second sub-paragraph, and Article 61(6)(b) MDR



Article 52(4), second sub-paragraph, and Article 61(6)(b) of the Regulation (EU) 2017/745 on medical devices (MDR) list a number of technologies which, by virtue of being well-established technologies (WET), benefit from simplified conformity assessment procedures and are exempted from the obligation to conduct a clinical investigation respectively. The same devices are also listed in Article 18(3) MDR, which exempts them from the implant card requirement.

Articles 52(5) and 61(8) empower the Commission to adopt delegated acts to amend the lists by adding other types of devices, where they are similar to those already listed or where justified in order to protect the health and safety of patients, users or other persons or other aspects of public health. Furthermore, Article 18(3) empowers the Commission to adopt delegated acts to amend the list of devices exempted from the implant card requirement. 

The Commission services are launching a request for evidence to identify possible WETs that could be added to these lists.

By way of reminder, MDCG 2020-6 provides criteria for WET:

‘well-established technology’: this terminology is used in Article 52(5) and Article 61(8) of the MDR, but is not defined in these articles. The term is not restricted to the devices listed in Article 61(6b); Article 61(8) explicitly states that this includes devices similar to the exempted devices listed in Article 61(6b), which might be added to that list in future. The common features of the devices which are well-established technologies are that they all have:
· relatively simple, common and stable designs with little evolution;
· their generic device group has well-known safety and has not been associated with safety issues in the past;
· well-known clinical performance characteristics and their generic device group are standard of care devices where there is little evolution in indications and the state of the art;
· a long history on the market.
Therefore, any devices that meet all these criteria may be considered “well-established technologies”. [our underlining]

 The following elements should be provided in response to this request:
· Name and short description of the technology
· A succinct but sufficient justification of why it is considered to be a WET – this element is particularly important
· Examples of devices falling under this proposed WET. 
A template and further guidance is provided in the Annex to this note. 

To respond to the request, please send the completed Annex to anton@pharmadeutschland.de and wollersen@pharmadeutschland.de no later than 17 January 2025 COB. 

The information provided in response to this request will be carefully assessed, with the involvement of experts from relevant MDCG sub-groups and, if needed, stakeholders and/or expert panels in the field of medical devices. 

Thank you for your contribution. 

Annex: Please complete and return to anton@pharmadeutschland.de and wollersen@pharmadeutschland.de by 17 January 2025 COB. 


	
	Organisation:
	Please insert the name of the association or competent authority

	
	Contact name:
	

	
	Contact email address:
	

	
	
	

	1
	Name of technology
	e.g. wires

	
	Short description of technology
	e.g. a thin, long and flexible piece of metal used for fixing bone parts

	
	Justification why WET 
	Please present the justification of how the technology meets the criteria listed in MDCG 2020-6[footnoteRef:2] [2:  https://health.ec.europa.eu/system/files/2020-09/md_mdcg_2020_6_guidance_sufficient_clinical_evidence_en_0.pdf] 

· design – simple and stable
· well-known safety
· well-known clinical performance characteristics & standard of care
· long history on the market

	
	Examples of devices falling under the category, including the risk class and classification rule used
	e.g. guide wire for inserting a catheter (class xx, rule xx), lead wire in cardiac pacing (class xx, rule xx), arch wire in orthodontic therapy (class xx, rule xx), cerclage wire to aid bone fixation (class xx, rule xx)

	
	
	if available, include for each example any relevant information on the qualification as WET and classification in other jurisdictions

	
	
	

	2
	Name of technology
	

	
	Short description of technology
	

	
	Justification why WET
	

	
	Examples of devices falling under the category, including the risk class and classification rule used
	

	
	etc.
	






