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<Article>Paragraph 50</Article>
	

	Motion for a resolution
	Amendment

	50.	Welcomes the report of the United Nations Secretary-General’s High-Level Panel on Access to Medicines, and calls on the Commission and on Member States to take steps to implement the recommendations made therein;
	50.	Notes the report of the United Nations Secretary-General’s High-Level Panel on Access to Medicines;
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	Motion for a resolution
	Amendment

	52.	Calls on the Member States to develop closer collaboration in order to fight such market fragmentation, in particular by developing shared HTA processes and results, and to work on shared criteria to instruct price and reimbursement decisions at national level;
	52.	Calls on the Commission to develop a European Health Technology Assessment process with common tools and shared criteria that can produce reports to inform price and reimbursement decisions at national level;
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	Motion for a resolution
	Amendment

	81.	Calls on the Commission to propose legislation on a European system for health technology assessment as soon as possible, to harmonise transparent HTA criteria in order to assess the added therapeutic value of medicines compared with the best available alternative taking into account the level of innovation and value for the patients among others, to introduce compulsory relative effectiveness assessments at EU level as a first step for new medicines, and to put in place a European classification system to chart their therapeutic added value level, using an independent and transparent procedure that avoids conflicts of interests;
	81.	Calls on the Commission to propose legislation on a European system for health technology assessment as soon as possible, to harmonise transparent HTA criteria in order to assess the added therapeutic value of medicines compared with the best available alternative taking into account the level of innovation and value for the patients among others, to introduce compulsory relative effectiveness assessments at EU level as a first step for new medicines, and to put in place a European classification system to chart their therapeutic added value level, using an independent and transparent procedure that avoids conflicts of interests; considers that such legislation shall ensure that HTA output jointly produced at EU level is used at national level; calls, furthermore, on the Commission to strengthen early dialogues and to consider a coordination mechanism based on an independent body, which could foster cooperation between national HTA bodies while at the same time ensuring that expertise on HTA remains within national (and regional) HTA;
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<Article>Paragraph 109</Article>
	

	[bookmark: DocEPTmp2]Motion for a resolution
	Amendment

	109.	Emphasises that, while some new medicines are examples of breakthrough innovations, other new medicines demonstrate insufficient therapeutic added value to be deemed genuine innovations; emphasises that the repurposing and reformulation of known molecules, and the development of new medicines for the same indication (‘me-too’ substances), should be assessed carefully, especially as regards their added therapeutic value; measurable benefits should be demonstrated and the patentability requirements of novelty, inventive step and industrial applicability should be strictly fulfilled; warns against the potential misuse of IP protection rules allowing the ‘evergreening’ of patent rights and avoidance of competition;
	109.	Emphasises that, while some new medicines are examples of breakthrough innovations, other new medicines demonstrate insufficient therapeutic added value to be deemed genuine innovations (‘me-too’ substances); recalls that incremental innovation may also be beneficial for patients and that the repurposing and reformulation of known molecules may deliver added therapeutic value, which should be carefully assessed; warns against the potential misuse of IP protection rules allowing the ‘evergreening’ of patent rights and avoidance of competition;
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