Non limitative overview of EU product / substance legislation relevant to medical devices manufacturers
	Regulation/Directive
	Short Description
	Link
	Remarks
	Responsible Agency
	Summary of Legislation

	Reg 1907/2006/EC
	REACH Regulation, basis document
	Regulation 1907/2006
	Scope: article 5, 6, 60, 62
	European Chemicals Agency
	REACH-Chemicals

	Reg 143/2011/EU
	REACH Regulation, 1st amending Annex XIV
	Regulation 143/2011
	Exemption for DEHP, DBP, BBP
	European Chemicals Agency
	REACH-Chemicals 

	Reg 125/2012/EU
	[bookmark: _GoBack]REACH Regulation, 2nd amending Annex XIV
	Regulation 125/2012
	i.a. substances added to Annex XIV (Lead chromates, Arsenic-containing flame retardants)
	European Chemicals Agency
	REACH-Chemicals

	Reg 494/2011/EU
	REACH Regulation, amended
	Regulation 494/2011
	Regulates use of Cadmium
	European Chemicals Agency
	REACH-Chemicals

	Reg 835/2012/EU
	REACH Regulation, amended
	Regulation 835/2012
	Regulates Cadmium (additional) 
	European ChemicalsAgency
	REACH-Chemicals

	Reg 836/2012/EU
	REACH Regulation, amended
	Regulation 836/2012
	Regulates Lead 
	European Chemicals Agency
	REACH-Chemicals

	Reg 1272/2008/EC
	REACH Regulation, amended EU-CLP
	Regulation 1272/2008
	Labeling - transport of hazardous substances. Scope: article 1 (5)
	European Commission-Dangerous Substances
	Labeling/Packaging of Hazardous Substances

	Dir 2011/65/EU
	RoHS II – electron(on)ic app.
	Directive 2011/65/EC
	Restriction of hazardous substances in products (heavy metals, etc.). Article 2: not for active implants. Applicable from 22 July 2014 (Article 4 (1) (3))Annex IV: exempts medical devices.
	Hazardous substances in electronics
	Electronic Waste

	Dir 2012/19/EC
	WEEE II - electr(on)ic waste
	Directive 2012/19/EC
	Waste from electrical and electronic equipment. .
From 13 August 2012 to 14 August 2018 applicable to medical devices (with the exception of all implanted and infected products). Scope: article 2.
	European Commission-Waste
	Electronic Waste

	Reg 10/2011/EU
	EU Food packaging
	Regulation 10/2011
Regulation 1183/2012
	See also EMA packaging guideline, replaces Dir 2002/72/EC
	European Commission-Food Packaging
	Plastic Materials/Articles in contact with Food

	Reg 2023/2006/EC
	EU GMPs for materials and articles intended to come into contact with food
	Regulation 2023/2006
	See also EMA packaging guideline
	European Commission-Food Packaging

	Food Packaging GMP

	Reg 1935/2004/EC
	EU Food packaging materials, objects
	Regulation 1935/2004
	Materials and articles, including
active and intelligent food contact materials and articles.
	European Commission-Food Packaging
	Food Packaging, Materials and Objects

	Dir 94/62/EC
	EU Packaging & Packaging Waste
	Directive 94/62
	Management of packaging and packaging waste
	European Commission-Packaging
	Packaging and Packaging Waste

	Dir 2010/32/EC
	Prevention from sharp injuries in the hospital and healthcare sector
	Directive 2010/32
	Annex: Clause 6 and 8 specifically mention medical devices.
	European Agency for Safety and Health at work
	Prevention from sharp injuries

	National telecommunications rules
	Allocation of broadcast frequencies for medical devices
	Telecommunicatiewet

	
	Authority for Consumers and Markets (NL)

	

	Dir 1999/5/EC
	R&TTE
	Directive 1999/5
	Radio and telecommunications and terminal equipment
	European Commission Enterprise and Industry
	Radio and telecommunications terminal equipment

	Dir 2009/125/EC and 
Dir 2010/30/EU
	EuP
	Directive 2009/125 and
Directive 2010/30
	Energy using Products. i.a. 
Ecodesign requirements, labelling and standard product information
	European Commission Enterprise and Industry
	Ecodesign
Information and labelling

	Dir 2001/83/EC
	Medicinal Products
	Directive 2001/83
	Borderline between medicinal products and medical devices, combined products. See article 1 (4a) and article 3.
	European Commission-Medicinal Products for Human Use
	Medicinal Products for Human Use

	Reg 1394/2007/EC
	Advanced Therapy Medicinal Products
	Regulation 1394/2007
	Contains regime for combined ATMP-device products. See also recitals 4, 6, 14 and 18 of the Regulation. 
	EMA
	Advanced Therapy Medicinal Products

	Dir 2004/23/EC
	Setting standards of quality and safety for the donation, procurement, testing, processing,
preservation, storage and distribution of human tissues and cells
	Directive 2004/23
	Contains requirements for transport and donations of cells and tissue (devices processing cells/tissue) See also recital 6 of the Directive.
	
	Tissues and cells directive

	Reg 722/2012/EU
	Active implantable medical devices and medical devices manufactured utilizing tissues of animal origin
	Regulation 722/2012
	Requirements with respect to active implantable medical devices and medical devices manufactured utilizing tissues of animal origin
	European Commission Health and Consumers
	

	Reg 142/2011/EU
	Health rules for animal by-products
	Regulation 142/2011
	Health rules as regards animal by-products and derived products not intended for human consumption. For medical devices see recital 30 and article 26.
	European Commission Health and Consumers
	

	Dir 2007/46/EC
	Ambulances – EC type-approval system for motor vehicles
	Directive 2007/46
	List of regulatory acts setting the requirements for the purpose of EC type-approval of special purpose vehicles (Annex XI, appendix I)
	European Commission Enterprise and Industry
	Approval system

	Dir 96/44/EC
	Motor vehicles – adapting to technical progress
	Directive 96/44
	Measures to be taken against air pollution
	European Commission Enterprise and Industry
	

	Dir 98/8/EC
	Placing on the market of biocidal products
	Directive 98/8
Regulation 528/2012
	Directive 98/8: Article 1 (g), (h) exclude medical devices.

Regulation 528/2012/EC concerning the making available on the market and use of biocidal products enters into force Sept 1, 2013. 
	European Commission-Biocides
	Regulation 528/2012

	Dir 95/46/EC
	Privacy / data protection
Clinical data and other personal data
	Directive 95/46
	New proposal released Jan 25, 2012 
	European Commission Justice
	Protection of personal data

	Reg 207/2012/EU
	Requirements electronic instructions for use of medical devices 
	Regulation 207/2012
	In force since March 1, 2013. This Regulation establishes the conditions under which the instructions for use of medical devices referred to in point 15 of Annex 1 to Directive 90/385/EEC and in point 13 of Annex I to Directive 93/42/EEC may be provided in electronic form instead of in paper form.
	
	

	Dir 85/374/EC
	Liability for defective products
	Directive 85/374
	No/fault liability
	European Commission Health and Consumers
	Liability defective products

	Dir 2001/95/EC
	General Product safety and liability
	Directive 2001/95
	Product safety and market surveillance rules
	European Commission Health and Consumers
	General rules product safety

	Dir 2006/66/EC
	Battery
	Directive 2006/66
	Requirements for design/disposal of batteries. Prohibition of portable batteries that contain more than 0,002 % of
cadmium by weight Medical equipment is exempted from the scope in article 4. 
	European Commission Environment
	Disposal of spent batteries

	Dir 1999/93/EC
	Electronic signatures
	Directive 1999/93
	
	
	

	Dir 2004/108/EC
	Electromagnetic compatibility (EMC)
	Directive 2004/108
	Medical devices. Equipment within the scope of Directive 1999/5/EC is exempted in article 1. 
	European Commission Enterprise and Industry
	EMC

	Dir 89/686/EEC
	Personal protective equipment
	Directive 89/686
	Rules concerning placing on the market of PPE. Excluded products in Annex I. See also the interpretative document for ‘dual purpose’ devices.
	
	Mechanical engineering

	Reg 1223/2009/EC
	Cosmetics
	Regulation 1223/2009
	Entry into force 11 July, 2013. Medical devices are exempted from the scope of this Directive. See recital 6.
	European Commission Enterprise and Industry
	Cosmetic products

	Dir 2006/42/EC
	Machinery directive. Essential health and safety requirements.
	Directive 2006/42
	Medical devices can qualify as ´machinery´. See also requirement 1.7.4.2. in Annex I concerning effect on medical devices and the interpretative document on medical devices that qualify as machinery.
	European Commission Enterprise and Industry
	Mechanical engineering
Guide 

	Dir 97/23/EC
	Pressure Vessels
	Directive 97/23
	Medical devices with a pressure vessel up to 200 bar and a volume of less than 1 liter or at a pressure above 0.5 bar and vessels with a volume greater than 1 liter
a pressure / volume product P x V = to <25 bar.l, do not have to be reviewed by a Notified Body (NB) under this regulation, but, in case of medical devices of Class IIa and higher, have to be reviewed by the NB under the 93/42 on safety, functionality, risk incidents and misuse.
	European Commission Enterprise and Industry
	Pressure equipment

	Commission Recommendation 2003/361/EC
	Definitions SMEs
	Recommendation 6 May 2003
	Benefits for SME’s under ATMP and Regulation 726/2004 (medicinal products)
	European Commission Enterprise and Industry
	Definition SME

	Dir 2001/18/EC
	Safety for audio, video and ICT, food contact safety plastics, functional chemicals
	Directive 2001/18
	Deliberate release into the environment of GMOs
	
	Deliberate release GMOs

	Dir 2005/84/EC
	Toys and childcare articles – restriction of  phthalates
	Directive 2005/84
	Medical devices combined with toys.
	European Commission Enterprise and Industry
	Phthalate-containing soft PVC toys and childcare articles 

	COM (2011) 348 New proposal released June 14, 2012 
	Exposure of workers to electromagnetic fields
	Directive 2004/40/EC
	Relevant for imaging device manufacturers
	
	Exposure to electromagnetic fields


http://tiny.cc/jma1vw


5
		
