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The MDCG TF on environmental matters would like to collect the stakeholders’ views on the following topics:
· [bookmark: _Hlk202794940]issues caused to the medical devices sector by EU horizontal legislation listed in the Table 1 below and possible solutions to mitigate those issues;
· ideas on contributions to sustainability of the medical devices sector exploiting opportunities from the current MDR[footnoteRef:1]/IVDR[footnoteRef:2] regulatory frameworks. [1:  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.]  [2:  Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro diagnostic medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU.] 


Please reply to the following two questions and send your comments to AESGP-MedicalDevices@aesgp.eu by 27 August. We will then consolidate the feedback received and share the consolidated response with the Commission after the endorsement of members.  


1. In your view, what are the major issues for the medical devices sector caused by EU horizontal legislation listed in Table 1 below? Are there possible solutions to mitigate those issues?
Note: please fill in one box below for each EU legislation on which you wish to provide your views. Please limit the issues to a maximum of three and rank them by relevance. Please limit the text to half a page per law.

	Law: 

	Issues:
· …
· …
· …

	Possible solutions:
· …

	Notes (please add link(s) to relevant position papers publicly available):




	Law: 

	Issues:
· …
· …
· …

	Possible solutions:
· …

	Notes (please add link(s) to relevant position papers publicly available):







2. In your view, what are the major contributions to sustainability for the medical devices sector obtainable from a better exploitation of requirements from the current MDR/IVDR?
Note: please fill in the below box limiting the number of contributions to a maximum of five ranking them by ease of implementation. Please limit the text to one page maximum.

	Possible contributions:
· …
· …
· …

	Notes (please add link(s) to relevant position papers publicly available):






Table 1.

	Type
	Ref.
	Title
	Short title

	Regulation
	1272/2008
	REGULATION (EC) No 1272/2008 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 16 December 2008 on classification, labelling and packaging of substances and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006
	Classification, Labeling and Packaging of substances and mixtures (CLP)

	Regulation
	1907/2006
	REGULATION (EC) No 1907/2006 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives 91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC
	Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH)

	Directive
	2011/65/EU
	DIRECTIVE 2011/65/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 8 June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic equipment
	Restriction of Hazardous Substances in Electrical and Electronic Equipment (RoHS)

	Directive
	2012/19/EU
	DIRECTIVE 2012/19/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 4 July 2012 on waste electrical and electronic equipment (WEEE)
	Waste from Electrical and Electronic Equipment (WEEE)

	Regulation
	2017/852
	REGULATION (EU) 2017/852 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 17 May 2017 on mercury, and repealing Regulation (EC) No 1102/2008
	Mercury regulation

	Convention
	/
	Stockholm Convention on persistent organic pollutants (POPs)
	Stockholm Convention

	Regulation
	2019/1021
	REGULATION (EU) 2019/1021 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 20 June 2019 on persistent organic pollutants
	POPs regulation

	Regulation
	517/2014
	REGULATION (EU) No 517/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 16 April 2014 on fluorinated greenhouse gases and repealing Regulation (EC) No 842/2006
	F-Gases regulation

	Regulation
	2024/1781
	REGULATION (EU) 2024/1781 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 13 June 2024 establishing a framework for the setting of ecodesign requirements for sustainable products, amending Directive (EU) 2020/1828 and Regulation (EU) 2023/1542 and repealing Directive 2009/125/EC
	Ecodesign (ESPR)

	Regulation
	2023/1542
	REGULATION (EU) 2023/1542 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 12 July 2023 concerning batteries and waste batteries, amending Directive 2008/98/EC and Regulation (EU) 2019/1020 and repealing Directive 2006/66/EC
	Batteries and waste batteries 

	Regulation
	528/2021
	REGULATION (EU) No 528/2012 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 22 May 2012 concerning the making available on the market and use of biocidal products
	Biocidal Products Regulation (BPR)

	Directive
	2024/1799
	DIRECTIVE (EU) 2024/1799 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 13 June 2024 on common rules promoting the repair of goods and amending Regulation (EU) 2017/2394 and Directives (EU) 2019/771 and (EU) 2020/1828
	Repair of goods

	Regulation
	2017/821
	Regulation (EU) 2017/821 of the European Parliament and of the Council of 17 May 2017 laying down supply chain due diligence obligations for Union importers of tin, tantalum and tungsten, their ores, and gold originating from conflict-affected and high-risk areas
	Conflict Mineral Regulation 

	Directive
	2024/1760
	Directive (EU) 2024/1760 of the European Parliament and of the Council of 13 June 2024 on corporate sustainability due diligence and amending Directive (EU) 2019/1937 and Regulation (EU) 2023/2859
	Corporate sustainability due diligence

	Directive
	2022/2464
	Directive (EU) 2022/2464 of the European Parliament and of the Council of 14 December 2022 amending Regulation (EU) No 537/2014, Directive 2004/109/EC, Directive 2006/43/EC and Directive 2013/34/EU, as regards corporate sustainability reporting
	Corporate sustainability reporting

	Directive
	2019/904
	Directive (EU) 2019/904 of the European Parliament and of the Council of 5 June 2019 on the reduction of the impact of certain plastic products on the environment
	Single-use plastics

	Directive
	2008/98/EC
	Directive 2008/98/EC of the European Parliament and of the Council of 19 November 2008 on waste and repealing certain Directives
	Waste directive

	Regulation
	2023/988
	Regulation (EU) 2023/988 of the European Parliament and of the Council of 10 May 2023 on general product safety, amending Regulation (EU) No 1025/2012 of the European Parliament and of the Council and Directive (EU) 2020/1828 of the European Parliament and the Council, and repealing Directive 2001/95/EC of the European Parliament and of the Council and Council Directive 87/357/EEC
	General product safety regulation

	Regulation
	2025/40
	Regulation (EU) 2025/40 of the European Parliament and of the Council of 19 December 2024 on packaging and packaging waste, amending Regulation (EU) 2019/1020 and Directive (EU) 2019/904, and repealing Directive 94/62/EC
	Packaging and Packaging Waste Regulation

	Regulation
	2024/1252
	REGULATION (EU) 2024/1252 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL establishing a framework for ensuring a secure and sustainable supply of critical raw materials and amending Regulations (EU) 168/2013, (EU) 2018/858, 2018/1724 and (EU) 2019/1020
	Critical Raw Materials

	Regulation
	COM(2023) 779
	Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL establishing a common data platform on chemicals, laying down rules to ensure that the
data contained in it are findable, accessible, interoperable and reusable and establishing
a monitoring and outlook framework for chemicals
	Common data platform on chemicals
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