	Voorstellen die betrekking hebben op Commissie VWS


	Nr
	Voorstel
	Omschrijving
	Prioritair
	Subsidiari-teitstoets
	Behandel-voorbehoud

	52
	Revision of the Tobacco Products

Directive concerning the manufacture,

presentation and sale*

Legislative
	Recent developments in tobacco products will be addressed by an update of the Directive (2001/37/EC), to cover Internal Market issues and look at new products and labelling
	
	
	

	53
	Package on innovation in health:

(1) Promotion of innovation in medical

devices for the benefit of patients,

consumers and healthcare

professionals

Non-legislative 

(2) Medical devices
 Legislative 

(3) In vitro diagnostic medical devices

	The Communication explains the need for further improving the regulatory environment to foster innovation in medical devices in the light of new developments (such as ageing, ICT etc.). It would also respond to relevant recent Council conclusions.
The aim of the proposal is to ensure that the regulatory framework continues to promote innovation in the sector while guaranteeing patient safety. The regulatory framework will be adapted to technical and scientific progress, include clearer and simpler rules and provide for the necessary instruments for management at EU level. This has become a necessity due to the increasing demand in the market for drug-device combination products. The objectives are to enhance the level of health protection for

all European patients and users, reinforce Europe's position in the forefront of innovation in the field and to achieve a smoother functioning of the internal market and international trade.
See above
	
	n.v.t.


	n.v.t.

	54
	Clinical trials to foster clinical

research and innovation in the

pharmaceutical sector

Legislative
	The objective of the proposal for a revision on the Directive on clinical trials (2001/20/EC) is to strengthen knowledge and innovation in clinical research. Issues likely to be addressed are: reduction of administrative delays, overcoming divergent decisions throughout the EU and streamlining of reporting procedures.
	
	
	

	99
	European Accessibility Act: improving

accessibility of goods and services in

the Internal Market

Legislative
	Proposal for a Directive to improve the market of goods and services that are accessible for persons with disabilities and elderly persons, based on a “design for all” approach. This business friendly initiative will include binding measures to promote procurement and harmonisation of accessibility standards.
	
	
	

	121


	Drug precursors

Legislative
	The Commission Report (COM (2009) 709) highlighted the risk of diversion of medicinal products containing drug precursors. The Council in May 2010 invited the Commission to propose legislative amendments. The initiative will amend regulation (EC) 273/2004
	
	
	

	
	
	
	
	
	

	
	
	PRIORITAIR VOOR COMMISSIE VWS IN 2011 MAAR NOG NIET VERSCHENEN  EN OOK NIET OPGENOMEN IN  WERKPOGRAMMA 2012
	
	
	

	
	Herziening besluit overdraagbare ziekten
	Publicatie voorstel staat gepland voor 7 december 2011
	
	
	

	
	Evaluatie richtlijn transparantie prijsstelling geneesmiddelen
	Publicatie voorstel voorzien voor december 2011/januari 2012
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


