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<RepeatBlock-Amend><Amend>Amendment		<NumAm>38</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Evelyne Gebhardt</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 1</Article>
	

	Text proposed by the Commission
	Amendment

	(1)	The development of health technologies is a key driver of economic growth and innovation in the Union. It forms part of an overall market for healthcare expenditure that accounts for 10% of EU gross domestic product. Health technologies encompass medicinal products, medical devices and medical procedures, as well as measures for disease prevention, diagnosis or treatment.
	(1)	The development of health technologies is a key to improving health policies through access to more progressive health technologies, and thus achieving a high level of health protection. At the same time, health technologies are an innovative sector of the economy which forms part of an overall market for healthcare expenditure that accounts for 10% of EU gross domestic product. Health technologies encompass medicinal products, medical devices and medical procedures, as well as measures for disease prevention, diagnosis or treatment.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>39</NumAm>
<RepeatBlock-By><Members>Maria Grapini</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 2</Article>
	

	Text proposed by the Commission
	Amendment

	(2)	Health Technology Assessment (HTA) is an evidence-based process that allows competent authorities to determine the relative effectiveness of new or existing technologies. HTA focuses specifically on the added value of a health technology in comparison with other new or existing health technologies.
	(2)	Health Technology Assessment (HTA) is an evidence-based process, which must synthesize medical information in a transparent and impartial manner, and which allows competent authorities to determine the relative effectiveness of new or existing technologies. HTA focuses specifically on the added value of a health technology in comparison with other new or existing health technologies.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>40</NumAm>
<RepeatBlock-By><Members>Mihai Ţurcanu</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 4</Article>
	

	Text proposed by the Commission
	Amendment

	(4)	The outcome of HTA is used to inform decisions concerning the allocation of budgetary resources in the field of health, for example, in relation to establishing the pricing or reimbursement levels of health technologies. HTA can therefore assist Member States in creating and maintaining sustainable healthcare systems and to stimulate innovation that delivers better outcomes for patients.
	(4)	The outcome of HTA is used to inform decisions concerning the allocation of budgetary resources in the field of health, for example, in relation to establishing the pricing or reimbursement levels of health technologies. HTA can therefore assist Member States in creating and maintaining sustainable healthcare systems and to stimulate innovation that delivers better outcomes for patients, while patients have the right to health protection and protection against the financial, social and medical consequences of the disease, as well as unrestrained access to the latest therapeutic discoveries, which should be guaranteed by law in all Member States.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>41</NumAm>
<RepeatBlock-By><Members>Maria Grapini</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 4</Article>
	

	Text proposed by the Commission
	Amendment

	(4)	The outcome of HTA is used to inform decisions concerning the allocation of budgetary resources in the field of health, for example, in relation to establishing the pricing or reimbursement levels of health technologies. HTA can therefore assist Member States in creating and maintaining sustainable healthcare systems and to stimulate innovation that delivers better outcomes for patients.
	(4)	The outcome of HTA is used to inform decisions concerning the allocation of budgetary resources in the field of health, for example, in relation to establishing the pricing or reimbursement levels of health technologies. HTA can therefore assist Member States in creating and maintaining sustainable healthcare systems and to stimulate innovation that delivers better outcomes for patients and which should aim to achieve the best cost-effectiveness ratio.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>42</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Evelyne Gebhardt, Lucy Anderson, Liisa Jaakonsaari</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 5 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(5 a)	A stronger focus should be put on a better and more effective outcome for patients. Therefore, the opinion of civil society organisations, patient associations, social partners, consumer organisations, healthcare professionals and non-governmental organisations dealing with health technology assessment should be taken into consideration for the purposes of clinical assessment of health technologies as provided for in this Regulation.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>43</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner, Daniel Dalton</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 12</Article>
	

	Text proposed by the Commission
	Amendment

	(12)	In order to ensure a wide application of harmonised rules on clinical aspects of HTA and enable pooling of expertise and resources across HTA bodies, it is appropriate to require joint clinical assessments to be carried out for all medicinal products undergoing the central marketing authorisation procedure provided for under Regulation (EC) No 726/2004 of the European Parliament and of the Council,11 which incorporate a new active substance, and where those medicinal products are subsequently authorised for a new therapeutic indication. Joint clinical assessments should also be carried out on certain medical devices within the meaning of Regulation (EU) 2017/745 of the European Parliament and of the Council12 which are in the highest risk classes and for which the relevant expert panels have provided their opinions or views. A selection of medical devices for joint clinical assessment should be made based on specific criteria.
	(12)	In order to ensure a wide application of harmonised rules on clinical aspects of HTA and enable pooling of expertise and resources across HTA bodies, it is appropriate to require joint clinical assessments to be carried out for all medicinal products undergoing the central marketing authorisation procedure provided for under Regulation (EC) No 726/2004of the European Parliament and of the Council,11 which incorporate a new active substance, and where those medicinal products are subsequently authorised for a new therapeutic indication.

	_________________
	_________________

	11 Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency (OJ L 136, 30.4.2004, p. 1).
	11 Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency (OJ L 136, 30.4.2004, p. 1).

	12 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 (OJ L 117, 5.5.2017, p. 1).
	


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
The proposal would cover all medical devices and in-vitro medical devices undergoing the scrutiny procedure laid down in the marketing (CE) authorisation of the Regulation on Medical Devices (2017/745, 2017/746).The application of the Medical Devices Regulation fundamentally differs from the application of medicines. The application of the Medical Devices Regulation includes much more complex factors, as surgical skills or the application by nurses.  They fall under procurement procedures at Member States’ level. The Regulation (EU) 2017/745 will not enter into force until 26 May 2020. It would be premature to refer to those medical devices subject to the scrutiny procedure when it is still unclear which devices would eventually be CE-marked under the scrutiny procedure. Other than for medicinal products, the spirit of Regulation (EC) 2017/745 and (EU) 2017/746 reflects a decentralised approach and already provides for some efficacy assessment. Member States have other means to ensure the most cost-efficient use for medical devices. As the aim of the proposal is to reduce administrative burden, and not to add to it, it is not consistent with the aim of the proposal to include medical devices in the scope of the Joint HTA. It is considered that the need for an HTA on Medical Devices needs to originate from the Member State’s authorities. Therefore, the Rapporteur recommends excluding medical devices from the scope of a mandatory Joint HTA.
</Amend>
<Amend>Amendment		<NumAm>44</NumAm>
<RepeatBlock-By><Members>Cristian-Silviu Buşoi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 12</Article>
	

	Text proposed by the Commission
	Amendment

	(12)	In order to ensure a wide application of harmonised rules on clinical aspects of HTA and enable pooling of expertise and resources across HTA bodies, it is appropriate to require joint clinical assessments to be carried out for all medicinal products undergoing the central marketing authorisation procedure provided for under Regulation (EC) No 726/2004 of the European Parliament and of the Council,11 which incorporate a new active substance, and where those medicinal products are subsequently authorised for a new therapeutic indication. Joint clinical assessments should also be carried out on certain medical devices within the meaning of Regulation (EU) 2017/745 of the European Parliament and of the Council12 which are in the highest risk classes and for which the relevant expert panels have provided their opinions or views. A selection of medical devices for joint clinical assessment should be made based on specific criteria.
	(12)	In order to ensure a wide application of harmonised rules on clinical aspects of HTA and enable pooling of expertise and resources across HTA bodies, it is appropriate to require joint clinical assessments to be carried out for all medicinal products undergoing the central marketing authorisation procedure provided for under Regulation (EC) No 726/2004 of the European Parliament and of the Council,11 which incorporate a new active substance, and where those medicinal products are subsequently authorised for a new therapeutic indication. Joint clinical assessments should also be carried out on certain medical devices classified as high risk class IIb implantable devices and class III devices pursuant to Article 51 of Regulation (EU) 2017/745 for which the relevant expert panels have provided a scientific opinion in the framework of the clinical evaluation consultation procedure pursuant to Article 54 of that Regulation and which have already been marketed in at least one Member State.

	_________________
	_________________

	11 Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency (OJ L 136, 30.4.2004, p. 1).
	11 Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency (OJ L 136, 30.4.2004, p. 1).

	12 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 (OJ L 117, 5.5.2017, p. 1).
	


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>45</NumAm>
<RepeatBlock-By><Members>Cristian-Silviu Buşoi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 13</Article>
	

	Text proposed by the Commission
	Amendment

	(13)	In order to ensure that joint clinical assessments carried out on health technologies remain accurate and relevant, it is appropriate to establish conditions for the updating of assessments, in particular where additional data available subsequent to the initial assessment has the potential to increase the accuracy of the assessment.
	(13)	To ensure timely patient access to health technologies across the Union, in order to ensure that joint clinical assessments carried out on health technologies remain accurate and relevant, and in order to avoid duplications between the regulatory assessments carried by the European Medicines Agency and the joint clinical assessments, it is appropriate to establish synergies, and conditions for the updating of assessments, in particular where additional data available subsequent to the initial assessment has the potential to increase the accuracy of the assessment.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>46</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner, Daniel Dalton</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 15</Article>
	

	Text proposed by the Commission
	Amendment

	(15)	In order to ensure a Member-State led approach to joint clinical assessments and scientific consultations, Member States should designate national HTA authorities and bodies which inform decision-making as members of the Coordination Group. The designated authorities and bodies should ensure an appropriately high level of representation in the Coordination Group and technical expertise in its sub-groups, taking into account the need to provide expertise on the HTA of medicinal products and medical devices.
	(15)	In order to ensure a Member-State led approach to joint clinical assessments and scientific consultations, Member States should designate national HTA authorities and bodies which inform decision-making as members of the Coordination Group. The designated authorities and bodies should ensure an appropriately high level of representation in the Coordination Group and technical expertise in its sub-groups, taking into account the need to provide expertise on the HTA of medicinal products.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>47</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 16</Article>
	

	Text proposed by the Commission
	Amendment

	(16)	In order that the harmonised procedures fulfil their internal market objective, Member States should be required to take full account of the results of joint clinical assessments and not repeat those assessments. Compliance with this obligation does not prevent Member States from carrying out non-clinical assessments on the same health technology, or from drawing conclusions on the added value of the technologies concerned as part of national appraisal processes which may consider clinical as well as non-clinical data and criteria. It also does not prevent Member States from forming their own recommendations or decisions on pricing or reimbursement.
	(16)	In order that the harmonised procedures fulfil their internal market objective, Member States should be required to take full account of the results of joint clinical assessments and not repeat those assessments. According to the national needs, Member States should have the right to complement joint clinical assessment with additional clinical evidence. In addition, this does not prevent Member States from carrying out non-clinical assessments on the same health technology, or from drawing conclusions on the added value of the technologies concerned as part of national appraisal processes which may consider clinical as well as non-clinical data and criteria. It also does not prevent Member States from forming their own recommendations or decisions on pricing or reimbursement.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>48</NumAm>
<RepeatBlock-By><Members>Cristian-Silviu Buşoi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 16</Article>
	

	Text proposed by the Commission
	Amendment

	(16)	In order that the harmonised procedures fulfil their internal market objective, Member States should be required to take full account of the results of joint clinical assessments and not repeat those assessments. Compliance with this obligation does not prevent Member States from carrying out non-clinical assessments on the same health technology, or from drawing conclusions on the added value of the technologies concerned as part of national appraisal processes which may consider clinical as well as non-clinical data and criteria. It also does not prevent Member States from forming their own recommendations or decisions on pricing or reimbursement.
	(16)	In order that the harmonised procedures fulfil their internal market objective and at the same time support access to medical innovations, Member States should be required to take full account of the results of joint clinical assessments and not repeat those assessments. Compliance with this obligation does not prevent Member States from carrying out non-clinical assessments on the same health technology, or from drawing conclusions on the clinical added value of the technologies concerned as part of national appraisal processes which may consider clinical as well as non-clinical data and criteria. It also does not prevent Member States from forming their own recommendations or decisions on pricing or reimbursement.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>49</NumAm>
<RepeatBlock-By><Members>Mihai Ţurcanu</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 17</Article>
	

	Text proposed by the Commission
	Amendment

	(17)	The time-frame for joint clinical assessments for medicinal products should, in as far as possible, be fixed by reference to the time-frame applicable to the completion of the central marketing authorisation procedure provided for under Regulation (EC) No 726/2004. Such coordination should ensure clinical assessments can effectively facilitate market access and contribute to the timely availability of innovative technologies for patients. As a rule, the process should be completed by the time of the publication of the Commission decision granting marketing authorisation.
	(17)	The time-frame for joint clinical assessments for medicinal products should, in as far as possible, be fixed by reference to the time-frame applicable to the completion of the central marketing authorisation procedure provided for under Regulation (EC) No 726/2004. Such coordination should ensure clinical assessments can effectively facilitate market access and contribute to the timely availability of innovative technologies for patients. In certain Member States, clinical assessments can start even before the marketing authorization has been granted by the Commission. To support the objectives of this Regulation and to avoid that the joint clinical assessments results in delays in those Member States compared to the status quo, as a rule, the process should be completed by the time of the publication of the Commission decision granting marketing authorisation.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>50</NumAm>
<RepeatBlock-By><Members>Evelyne Gebhardt</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 17</Article>
	

	Text proposed by the Commission
	Amendment

	(17)	The time-frame for joint clinical assessments for medicinal products should, in as far as possible, be fixed by reference to the time-frame applicable to the completion of the central marketing authorisation procedure provided for under Regulation (EC) No 726/2004. Such coordination should ensure clinical assessments can effectively facilitate market access and contribute to the timely availability of innovative technologies for patients. As a rule, the process should be completed by the time of the publication of the Commission decision granting marketing authorisation.
	(17)	The time-frame for joint clinical assessments for medicinal products should be fixed by reference to the time-frame applicable to the completion of the central marketing authorisation procedure provided for under Regulation (EC) No 726/2004. Such coordination should ensure clinical assessments can effectively facilitate market access and contribute to the timely availability of innovative technologies for patients. As a rule, the process should be completed by the time of the publication of the Commission decision granting marketing authorisation to avoid that the joint clinical assessments result in delays and may disadvantage the patient's access procedures.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>51</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner, Daniel Dalton</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 18</Article>
	

	Text proposed by the Commission
	Amendment

	(18)	The establishment of a time-frame for the joint clinical assessments for medical devices should take into account the highly decentralised market access pathway for medical devices and the availability of appropriate evidence data required to carry out a joint clinical assessment. As the required evidence may only become available after a medical device has been placed on the market and in order to allow for the selection of medical devices for joint clinical assessment at an appropriate time, it should be possible for assessments of such devices to take place following market launch of medical devices.
	deleted


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>52</NumAm>
<RepeatBlock-By><Members>Maria Grapini</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 18</Article>
	

	Text proposed by the Commission
	Amendment

	(18)	The establishment of a time-frame for the joint clinical assessments for medical devices should take into account the highly decentralised market access pathway for medical devices and the availability of appropriate evidence data required to carry out a joint clinical assessment. As the required evidence may only become available after a medical device has been placed on the market and in order to allow for the selection of medical devices for joint clinical assessment at an appropriate time, it should be possible for assessments of such devices to take place following market launch of medical devices.
	(18)	The establishment of a time-frame for the joint clinical assessments for medical devices should take into account the highly decentralised market access pathway for medical devices and the availability of appropriate evidence data required to carry out a joint clinical assessment. As the required evidence may only become available after a medical device has been placed on the market and in order to allow for the selection of medical devices for joint clinical assessment at an appropriate time, it should be possible for assessments of such devices to take place following market launch of medical devices and, if possible, in the presence of producers.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>53</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner, Daniel Dalton</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 19</Article>
	

	Text proposed by the Commission
	Amendment

	(19)	In all cases the joint work carried out under this Regulation, in particular the joint clinical assessments, should produce high quality and timely results, and not delay or interfere with the CE marking of medical devices or market access of health technologies. This work should be separate and distinct from regulatory assessments of the safety, quality, efficacy or performance of health technologies carried out pursuant to other Union legislation and have no bearing on decisions taken in accordance with other Union legislation.
	(19)	In all cases the joint work carried out under this Regulation, in particular the joint clinical assessments, should produce high quality and timely results, and not delay or interfere with the market access of health technologies. This work should be separate and distinct from regulatory assessments of the safety, quality, efficacy or performance of health technologies carried out pursuant to other Union legislation and have no bearing on decisions taken in accordance with other Union legislation.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>54</NumAm>
<RepeatBlock-By><Members>Maria Grapini</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 20</Article>
	

	Text proposed by the Commission
	Amendment

	(20)	In order to facilitate effective participation by health technology developers in joint clinical assessments, such developers should, in appropriate cases, be afforded an opportunity to engage in joint scientific consultations with the Coordination Group to obtain guidance on the evidence and data that is likely to be required for the purposes of clinical assessment. Given the preliminary nature of the consultation, any guidance offered should not bind either the health technology developers or HTA authorities and bodies.
	(20)	In order to facilitate effective participation by health technology developers in joint clinical assessments, such developers should, in well-motivated cases, be afforded an opportunity to engage in joint scientific consultations with the Coordination Group to obtain guidance on the evidence and data that is likely to be required for the purposes of clinical assessment. Given the preliminary nature of the consultation, any guidance offered should not bind either the health technology developers or HTA authorities and bodies.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>55</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 21</Article>
	

	Text proposed by the Commission
	Amendment

	(21)	Joint clinical assessments and joint scientific consultations necessitate the sharing of confidential information between health technology developers and HTA authorities and bodies. In order to ensure the protection of such information, information provided to the Coordination Group in the framework of assessments and consultations should only be disclosed to a third party after a confidentiality agreement has been concluded. In addition, it is necessary for any information made public about the results of joint scientific consultations to be presented in an anonymised format with the redaction of any information of a commercially sensitive nature.
	deleted


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>56</NumAm>
<RepeatBlock-By><Members>Maria Grapini</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 21</Article>
	

	Text proposed by the Commission
	Amendment

	(21)	Joint clinical assessments and joint scientific consultations necessitate the sharing of confidential information between health technology developers and HTA authorities and bodies. In order to ensure the protection of such information, information provided to the Coordination Group in the framework of assessments and consultations should only be disclosed to a third party after a confidentiality agreement has been concluded. In addition, it is necessary for any information made public about the results of joint scientific consultations to be presented in an anonymised format with the redaction of any information of a commercially sensitive nature.
	(21)	Joint clinical assessments and joint scientific consultations necessitate the sharing of confidential information between health technology developers and HTA authorities and bodies. In order to ensure the protection of such information, information provided to the Coordination Group in the framework of assessments and consultations should only be disclosed to a third party after a confidentiality agreement has been concluded with the notification of the technology developer that has provided the information. In addition, it is necessary for any information made public about the results of joint scientific consultations to be presented in an anonymised format with the redaction of any information of a commercially sensitive nature.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>57</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Liisa Jaakonsaari</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 21</Article>
	

	Text proposed by the Commission
	Amendment

	(21)	Joint clinical assessments and joint scientific consultations necessitate the sharing of confidential information between health technology developers and HTA authorities and bodies. In order to ensure the protection of such information, information provided to the Coordination Group in the framework of assessments and consultations should only be disclosed to a third party after a confidentiality agreement has been concluded. In addition, it is necessary for any information made public about the results of joint scientific consultations to be presented in an anonymised format with the redaction of any information of a commercially sensitive nature.
	(21)	Joint clinical assessments and joint scientific consultations necessitate the sharing of all available clinical data and publically available scientific evidence from health technology developers. The clinical data employed, the studies, the methodology and the clinical results used should be made public. The highest possible level of public openness in scientific data and assessments will allow progress to be made in biomedical research and ensure the highest possible level of confidence in the system.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>58</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 21 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(21 a)	Joint scientific consultations should concern the clinical study design, the determination of best comparators based on the best medical practice in the interest of patients. The process should be transparent. Joint scientific consultations results should be made available to the general public.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>59</NumAm>
<RepeatBlock-By><Members>Sergio Gutiérrez Prieto, Soledad Cabezón Ruiz</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 25</Article>
	

	Text proposed by the Commission
	Amendment

	(25)	In order to ensure a uniform approach to the joint work provided for in this Regulation, implementing powers should be conferred on the Commission to establish a common procedural and methodological framework for clinical assessments, procedures for joint clinical assessments and procedures for joint scientific consultations. Where appropriate, distinct rules should be developed for medicinal products and medical devices. In the development of such rules, the Commission should take into account the results of the work already undertaken in the EUnetHTA Joint Actions. It should also take into account initiatives on HTA funded through the Horizon 2020 research programme, as well as regional initiatives on HTA such as the Beneluxa and Valletta Declaration initiatives. Those powers should be exercised in accordance with Regulation (EU) No 182/2011 of the European Parliament and of the Council.13
	(25)	In order to ensure a uniform approach to the joint work provided for in this Regulation, the Commission should establish, by means of implementing acts, a common procedural framework for joint clinical assessments and joint scientific consultations, while the Coordination Group should establish a common methodological framework. Where appropriate, and in justified cases, distinct rules must be developed for medicinal products and medical devices. In the development of such rules, the results of the work already undertaken in the EUnetHTA Joint Actions, initiatives on HTA funded through the Horizon 2020 research programme, as well as regional initiatives on HTA such as the Beneluxa and Valletta Declaration initiatives may be taken into account. Those powers should be exercised in accordance with Regulation (EU) No 182/2011of the European Parliament and of the Council13. The methodology should guarantee high quality and high clinical evidence. Any flexibility in the methodology should be exceptional and adapted to very specific circumstances, but never to the detriment of the quality of health technologies or clinical evidence. Clinical trials are the studies par excellence in the biomedical field, so the use of another type of study, for example, epidemiological studies, should be exceptional and fully justified. The rules to be developed in tertiary legislation should cover the possibilities for improvement of clinical evidence in the cases where further scientific evidence is needed.

	_________________
	_________________

	13 Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down the rules and general principles concerning mechanisms for control by the Member States of the Commission's exercise of implementing powers (OJ L 55, 28.2.2011, p. 13).
	13 Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down the rules and general principles concerning mechanisms for control by the Member States of the Commission's exercise of implementing powers (OJ L 55, 28.2.2011, p. 13).


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>60</NumAm>
<RepeatBlock-By><Members>Evelyne Gebhardt</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 25</Article>
	

	Text proposed by the Commission
	Amendment

	(25)	In order to ensure a uniform approach to the joint work provided for in this Regulation, implementing powers should be conferred on the Commission to establish a common procedural and methodological framework for clinical assessments, procedures for joint clinical assessments and procedures for joint scientific consultations. Where appropriate, distinct rules should be developed for medicinal products and medical devices. In the development of such rules, the Commission should take into account the results of the work already undertaken in the EUnetHTA Joint Actions. It should also take into account initiatives on HTA funded through the Horizon 2020 research programme, as well as regional initiatives on HTA such as the Beneluxa and Valletta Declaration initiatives. Those powers should be exercised in accordance with Regulation (EU) No 182/2011 of the European Parliament and of the Council.13
	(25)	In order to ensure a uniform approach to the joint work provided for in this Regulation, implementing powers should be conferred on the Commission to establish a common procedural and methodological framework for clinical assessments, procedures for joint clinical assessments and procedures for joint scientific consultations. Where appropriate, distinct rules should be developed for medicinal products and medical devices. In the development of such rules, the Commission should take into account the results of the work already undertaken in the EUnetHTA Joint Actions. It should also take into account initiatives on HTA funded through the Horizon 2020 research programme, as well as regional initiatives on HTA such as the Beneluxa and Valletta Declaration initiatives. Those powers should be exercised in accordance with Regulation (EU) No 182/2011 of the European Parliament and of the Council.13In developing such framework, the Commission should ensure that the assessments provide for an equal and high standard and focus on the aim of safe and patient-relevant health policies that seek to achieve best value.

	_________________
	_________________

	13 Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down the rules and general principles concerning mechanisms for control by the Member States of the Commission's exercise of implementing powers (OJ L 55, 28.2.2011, p. 13).
	13 Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down the rules and general principles concerning mechanisms for control by the Member States of the Commission's exercise of implementing powers (OJ L 55, 28.2.2011, p. 13).


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>61</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 25</Article>
	

	Text proposed by the Commission
	Amendment

	(25)	In order to ensure a uniform approach to the joint work provided for in this Regulation, implementing powers should be conferred on the Commission to establish a common procedural and methodological framework for clinical assessments, procedures for joint clinical assessments and procedures for joint scientific consultations. Where appropriate, distinct rules should be developed for medicinal products and medical devices. In the development of such rules, the Commission should take into account the results of the work already undertaken in the EUnetHTA Joint Actions. It should also take into account initiatives on HTA funded through the Horizon 2020 research programme, as well as regional initiatives on HTA such as the Beneluxa and Valletta Declaration initiatives. Those powers should be exercised in accordance with Regulation (EU) No 182/2011 of the European Parliament and of the Council.13
	(25)	In order to ensure a uniform approach to the joint work provided for in this Regulation, the Coordination Group should establish a common procedural and methodological framework for clinical assessments, procedures for joint clinical assessments and procedures for joint scientific consultations. Where appropriate, distinct rules should be developed for medicinal products and medical devices. In the development of such rules, the results of the work already undertaken in the EUnetHTA Joint Actions should be taken into account. It should also take into account initiatives on HTA funded through the Horizon 2020 research programme, as well as regional initiatives on HTA such as the Beneluxa and Valletta Declaration initiatives.

	_________________
	

	13 Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down the rules and general principles concerning mechanisms for control by the Member States of the Commission's exercise of implementing powers (OJ L 55, 28.2.2011, p. 13).
	


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>62</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner, Daniel Dalton</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 25</Article>
	

	Text proposed by the Commission
	Amendment

	(25)	In order to ensure a uniform approach to the joint work provided for in this Regulation, implementing powers should be conferred on the Commission to establish a common procedural and methodological framework for clinical assessments, procedures for joint clinical assessments and procedures for joint scientific consultations. Where appropriate, distinct rules should be developed for medicinal products and medical devices. In the development of such rules, the Commission should take into account the results of the work already undertaken in the EUnetHTA Joint Actions. It should also take into account initiatives on HTA funded through the Horizon 2020 research programme, as well as regional initiatives on HTA such as the Beneluxa and Valletta Declaration initiatives. Those powers should be exercised in accordance with Regulation (EU) No 182/2011 of the European Parliament and of the Council.13
	(25)	In order to ensure a uniform approach to the joint work provided for in this Regulation, implementing powers should be conferred on the Commission to establish a common procedural and methodological framework for clinical assessments, procedures for joint clinical assessments and procedures for joint scientific consultations. In the development of such rules, the Commission should take into account the results of the work already undertaken in the EUnetHTA Joint Actions. It should also take into account initiatives on HTA funded through the Horizon 2020 research programme, as well as regional initiatives on HTA such as the Beneluxa and Valletta Declaration initiatives. Those powers should be exercised in accordance with Regulation (EU) No 182/2011 of the European Parliament and of the Council.13

	_________________
	_________________

	13 Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down the rules and general principles concerning mechanisms for control by the Member States of the Commission's exercise of implementing powers (OJ L 55, 28.2.2011, p. 13).
	13 Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down the rules and general principles concerning mechanisms for control by the Member States of the Commission's exercise of implementing powers (OJ L 55, 28.2.2011, p. 13).


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>63</NumAm>
<RepeatBlock-By><Members>Maria Grapini</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 25</Article>
	

	Text proposed by the Commission
	Amendment

	(25)	In order to ensure a uniform approach to the joint work provided for in this Regulation, implementing powers should be conferred on the Commission to establish a common procedural and methodological framework for clinical assessments, procedures for joint clinical assessments and procedures for joint scientific consultations. Where appropriate, distinct rules should be developed for medicinal products and medical devices. In the development of such rules, the Commission should take into account the results of the work already undertaken in the EUnetHTA Joint Actions. It should also take into account initiatives on HTA funded through the Horizon 2020 research programme, as well as regional initiatives on HTA such as the Beneluxa and Valletta Declaration initiatives. Those powers should be exercised in accordance with Regulation (EU) No 182/2011 of the European Parliament and of the Council.13
	(25)	In order to ensure a uniform approach to the joint work provided for in this Regulation, implementing powers should be conferred on the Commission to establish a common procedural and methodological framework for clinical assessments, procedures for joint clinical assessments and procedures for joint scientific consultations. Distinct rules should be developed for medicinal products and medical devices. In the development of such rules, the Commission should take into account the results of the work already undertaken in the EUnetHTA Joint Actions. It should also take into account initiatives on HTA funded through the Horizon 2020 research programme, as well as regional initiatives on HTA such as the Beneluxa and Valletta Declaration initiatives. Those powers should be exercised in accordance with Regulation (EU) No 182/2011 of the European Parliament and of the Council.13

	_________________
	_________________

	13 Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down the rules and general principles concerning mechanisms for control by the Member States of the Commission's exercise of implementing powers (OJ L 55, 28.2.2011, p. 13).
	13 Regulation (EU) No 182/2011 of the European Parliament and of the Council of 16 February 2011 laying down the rules and general principles concerning mechanisms for control by the Member States of the Commission's exercise of implementing powers (OJ L 55, 28.2.2011, p. 13).


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>64</NumAm>
<RepeatBlock-By><Members>Cristian-Silviu Buşoi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 25 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(25 a)	 The Commission, together with the Member States, should adapt the framework of joint clinical assessment to vaccines to take into account the preventive nature of vaccines that brings benefits to individuals and populations over a long time horizon, and should involve the appropriate national bodies in the joint clinical assessment of vaccines. The adaption of the framework should be completed by the end of the implementation period to ensure that it is ready to be used during the transition period. 


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>65</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 26</Article>
	

	Text proposed by the Commission
	Amendment

	(26)	In order to ensure that this Regulation is fully operational and to adapt it to technical and scientific development, the power to adopt acts in accordance with Article 290 of the Treaty on the Functioning of the European Union should be delegated to the Commission in respect of the contents of documents to be submitted, reports, and summary reports of clinical assessments, the contents of documents for requests, and reports of joint scientific consultations, and the rules for selecting stakeholders. It is of particular importance that the Commission carries out appropriate consultations during its preparatory work, including at expert level, and that those consultations be conducted in accordance with the principles laid down in the Interinstitutional Agreement on Better Law-Making of 13 April 2016.14 In particular, to ensure equal participation in the preparation of delegated acts, the European Parliament and the Council should receive all documents at the same time as Member States' experts, and their experts systematically should be granted access to meetings of Commission expert groups dealing with the preparation of delegated acts.
	(26)	In order to ensure that this Regulation is fully operational and to adapt it to technical and scientific development, the Coordination Group will decide on the contents of documents and data to be submitted, reports, and summary reports of clinical assessments, the contents of documents for requests, and reports of joint scientific consultations, and the rules for selecting stakeholders.

	_________________
	

	14 Interinstitutional Agreement between the European Parliament, the Council of the European Union and the European Commission of 13 April 2016 on Better Law-Making (OJ L 123, 12.5.2016, p. 1).
	


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>66</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Liisa Jaakonsaari</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 28</Article>
	

	Text proposed by the Commission
	Amendment

	(28)	In order to facilitate the joint work and the exchange of information between Member States on HTA, provision should be made for the establishment of an IT platform that contains appropriate databases and secure channels for communication. The Commission should also ensure a link between the IT platform and other data infrastructures relevant for the purposes of HTA such as registries of real world data.
	(28)	In order to facilitate the joint work and the exchange of information between Member States on HTA, provision should be made for the establishment of an IT platform that contains appropriate databases and secure channels for communication. The Commission should also ensure a link between the IT platform and other data infrastructures relevant for the purposes of HTA such as registries of real world data. All relevant data should be made available to the public.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>67</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Liisa Jaakonsaari, Lucy Anderson</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 28 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(28 a)	The cooperation between Member States on HTA should be based on the principles of good governance, objectivity, independency and transparency. All Member States should have the right to make genuine commitments.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>68</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 28 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(28 a)	Given the sensitive nature of health information, the confidential handling of data should be safeguarded at all times.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>69</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Recital 31</Article>
	

	Text proposed by the Commission
	Amendment

	(31)	In order to ensure that the support framework continues to be as efficient and cost-effective as possible, the Commission should report on the implementation of the provisions on the scope of the joint clinical assessments and on the functioning of the support framework no later than two years after the end of the transitional period. The report may in particular consider whether there is a need to move this support framework to a Union agency and introduce a fee-paying mechanism through which health technology developers would also contribute to the financing of the joint work.
	(31)	In order to ensure that the support framework continues to be as efficient and cost-effective as possible, the Commission should report on the implementation of the provisions on the scope of the joint clinical assessments and on the functioning of the support framework no later than two years after the end of the transitional period.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>70</NumAm>
<RepeatBlock-By><Members>Mihai Ţurcanu</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 1 – paragraph 1 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	1.	This Regulation establishes:
	1.	Taking into account the results of the work already undertaken in the EUnetHTA Joint Actions, this Regulation establishes:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>71</NumAm>
<RepeatBlock-By><Members>Mihai Ţurcanu</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 2 – paragraph 1 – point e</Article>
	

	Text proposed by the Commission
	Amendment

	(e)	'clinical assessment' means a compilation and evaluation of the available scientific evidence on a health technology in comparison with one or more other health technologies based on the following clinical domains of health technology assessment: the description of the health problem addressed by the health technology and the current use of other health technologies addressing that health problem, the description and technical characterisation of the health technology, the relative clinical effectiveness, and the relative safety of the health technology;
	(e)	'clinical assessment' means a compilation and analysis of the available scientific evidence on a health technology in comparison with one or more other health technologies based on the following clinical domains of health technology assessment: the description of the health problem addressed by the health technology and the current use of other health technologies addressing that health problem, the description and technical characterisation of the health technology, the relative clinical effectiveness, and the relative safety of the health technology;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>72</NumAm>
<RepeatBlock-By><Members>Cristian-Silviu Buşoi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 2 – paragraph 1 – point g a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(g a)	´appraisal` means drawing conclusions on the added value of the technologies concerned as part of national appraisal processes which may consider clinical as well as non-clinical data and criteria.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>73</NumAm>
<RepeatBlock-By><Members>Mihai Ţurcanu</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 3 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	2.	Member States shall designate their national authorities and bodies responsible for health technology assessment as members of the Coordination Group and its sub-groups and inform the Commission thereof and of any subsequent changes. Member States may designate more than one authority or body responsible for health technology assessment as members of the Coordination Group and one or more of its sub-groups.
	2.	Member States shall designate their national authorities and bodies responsible for health technology assessment which inform decision-making at national level as members of the Coordination Group and its sub-groups and inform the Commission thereof and of any subsequent changes. Member States may designate more than one authority or body responsible for health technology assessment as members of the Coordination Group and one or more of its sub-groups. Each Member State may appoint to the Coordination Group at least one authority or body responsible with expertise in the field of medicinal products.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>74</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 3 – paragraph 3</Article>
	

	Text proposed by the Commission
	Amendment

	3.	The Coordination Group shall act by consensus, or, where necessary, vote by simple majority. There shall be one vote per Member State.
	3.	The Coordination Group shall act by consensus, or, where no consensus is reached, vote by a two-thirds majority. The documentation should be transparent, and votes documented. Dissensions and minority opinions should be motivated and included in the assessment. There shall be one vote per Member State


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>75</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 3 – paragraph 3</Article>
	

	Text proposed by the Commission
	Amendment

	3.	The Coordination Group shall act by consensus, or, where necessary, vote by simple majority. There shall be one vote per Member State.
	3.	The Coordination Group shall act by consensus, or, where necessary, vote by a two-thirds majority. There shall be one vote per Member State.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>76</NumAm>
<RepeatBlock-By><Members>Philippe Juvin</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 3 – paragraph 3</Article>
	

	Text proposed by the Commission
	Amendment

	3.	The Coordination Group shall act by consensus, or, where necessary, vote by simple majority. There shall be one vote per Member State.
	3.	The Coordination Group shall act by consensus, or, where necessary, vote by a two-thirds majority. There shall be one vote per Member State.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>77</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 3 – paragraph 4</Article>
	

	Text proposed by the Commission
	Amendment

	4.	Meetings of the Coordination Group shall be co-chaired by the Commission and a co-chair elected from the members of the group for a set term to be determined in its rules of procedure.
	4.	Meetings of the Coordination Group shall be co-chaired by the Commission without the right to vote and a co-chair elected from the members of the group for a set term to be determined in its rules of procedure.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>78</NumAm>
<RepeatBlock-By><Members>Sergio Gutiérrez Prieto, Soledad Cabezón Ruiz</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 3 – paragraph 6</Article>
	

	Text proposed by the Commission
	Amendment

	6.	Members of the Coordination Group, and their appointed representatives shall respect the principles of independence, impartiality, and confidentiality.
	6.	Members of the Coordination Group, and their appointed representatives shall respect the principles of independence, impartiality, and confidentiality.
Transparency and publicity of the process is essential. In this connection, all clinical data being evaluated shall have the highest level of transparency and publicity in order to gain confidence in the system. In case there is confidential data for commercial reasons, the confidentiality needs to be clearly defined and justified and the confidential data well delimitated.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>79</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 3 – paragraph 8 – point a a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(a a)	adopt rules on conflicts of interest for the functioning of the coordination groups and the conduction of joint clinical assessments and joint scientific consultations.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>80</NumAm>
<RepeatBlock-By><Members>Andreas Schwab</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 3 – paragraph 8 – point d</Article>
	

	Text proposed by the Commission
	Amendment

	(d)	ensure appropriate involvement of stakeholders in its work;
	(d)	ensure appropriate and regular involvement of stakeholders in its work;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>81</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 4 – paragraph 3 – point c</Article>
	

	Text proposed by the Commission
	Amendment

	(c)	consult the Commission on the draft annual work programme and take into account its opinion.
	(c)	consult the Commission on the draft annual work programme.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>82</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Evelyne Gebhardt, Liisa Jaakonsaari, Lucy Anderson</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 4 – paragraph 3 – point c – point i (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	i)	consult civil society organisations, patient associations, social partners, consumer organisations, healthcare professionals and non-governmental organisations in the field of health technology assessment.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>83</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner, Daniel Dalton</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 5 – paragraph 1 – point b</Article>
	

	Text proposed by the Commission
	Amendment

	(b)	medical devices classified as class IIb and III pursuant to Article 51 of Regulation (EU) 2017/745 for which the relevant expert panels have provided a scientific opinion in the framework of the clinical evaluation consultation procedure pursuant to Article 54 of that Regulation;
	deleted


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>84</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 5 – paragraph 1 – point b a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(b a)	other medical devices considered to be major innovations or with a potentially significant impact on national health care systems.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>85</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner, Daniel Dalton</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 5 – paragraph 1 – point c</Article>
	

	Text proposed by the Commission
	Amendment

	(c)	in vitro diagnostic medical devices classified as class D pursuant to Article 47 of Regulation (EU) 2017/74617 for which the relevant expert panels have provided their views in the framework of the procedure pursuant to Article 48(6) of that Regulation.
	deleted

	_________________
	

	17 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 (OJ L 117, 5.5.2017, p. 176).
	


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>86</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner, Daniel Dalton</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 5 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	2.	The Coordination Group shall select the medical devices referred to in paragraph 1 points (b) and (c) for joint clinical assessment based on the following criteria:
	deleted

	(a) unmet medical needs;
	

	(b) potential impact on patients, public health, or healthcare systems;
	

	(c) significant cross-border dimension;
	

	(d) major Union-wide added value;
	

	(e) the available resources.
	


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>87</NumAm>
<RepeatBlock-By><Members>Cristian-Silviu Buşoi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 5 – paragraph 2 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	2.	The Coordination Group shall select the medical devices referred to in paragraph 1 points (b) and (c) for joint clinical assessment based on the following criteria:
	2.	The Coordination Group shall select the medical devices referred to in paragraph 1 points (b) and (c) for joint clinical assessment if the device in question fulfils all of the following criteria:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>88</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 5 – paragraph 2 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	2.	The Coordination Group shall select the medical devices referred to in paragraph 1 points (b) and (c) for joint clinical assessment based on the following criteria:
	2.	The Coordination Group shall select the medical devices referred to in paragraph 1 points (b), (ba) and (c) for joint clinical assessment based on the following criteria:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>89</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Liisa Jaakonsaari, Lucy Anderson</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 5 – paragraph 2 – point e – point i (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	i)	points arising from the annual meeting of the stakeholder network;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>90</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 5 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	Article 5 a

	
	Methodological standards

	
	1. Joint clinical assessments should be based on standards of evidence-based medicine. The added therapeutic value should be demonstrated on patient-relevant end points: mortality, morbidity, quality of life, according to the situation.

	
	2. The manufacturers shall provide all data from all sponsored studies in the indication under assessment. In case of non-compliance to provide full data, the joint assessment shall be interrupted or even discontinued. The names of those manufactories who failed to provide all the necessary data shall be made public.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>91</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 5 b (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	Article 5 b

	
	Conduct of comparative trials against standard treatment

	
	1. Health technology developers shall conduct at least one randomized clinical trial comparing their new drug with an active comparator considered among the best current proven interventions at the time the trial was designed (standard treatment), or the most common intervention when no standard treatment exists. The developer is expected to comply with established guidelines on development of products and to take into account the current medical knowledge to establish the best comparative alternative.

	
	2. Full results of comparative trials, including raw and individual patient data (clinical study reports), shall be made available at the time of applications for a marketing authorization and shall be included in HTA applications. As soon as the joint clinical assessment is finalized, all information and datas shall be made publicly available as provided for by Regulation 1049/2001.

	
	3.If the developer obtained scientific advice on data and evidence requirements, and did not follow the advice, the developer shall be asked to justify the deviation from the advice given. 


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>92</NumAm>
<RepeatBlock-By><Members>Cristian-Silviu Buşoi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 6 – paragraph 1 – subparagraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	The joint clinical assessment report shall be accompanied by a summary report and they shall be prepared in accordance with the requirements in this Article and the requirements established pursuant to Articles 11, 22, and 23.
	The joint clinical assessment report shall be accompanied by a summary report and they shall be prepared in accordance with the requirements in this Article, the requirements established pursuant to Articles 11, 22, and 23, and taking into account the results of the work already undertaken in the EUnetHTA Joint Actions and EUnetHTA procedures for joint clinical assessments of medicinal products.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>93</NumAm>
<RepeatBlock-By><Members>Sergio Gutiérrez Prieto, Soledad Cabezón Ruiz</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 6 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	2.	The designated sub-group shall request relevant health technology developers to submit documentation containing the information, data and evidence necessary for the joint clinical assessment.
	2.	The designated sub-group shall request relevant health technology developers to submit documentation containing the information, data and evidence necessary for the joint clinical assessment.
In the interests of transparency, the relationship between evaluators and technology developers must be independent. The evaluators must have guaranteed their independence in the development of their work, without there being neither conditionalities nor interference from the technology developers in the evaluation process. Developers of technologies can be consulted but never participate in the evaluation.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>94</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 6 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	2.	The designated sub-group shall request relevant health technology developers to submit documentation containing the information, data and evidence necessary for the joint clinical assessment.
	2.	The designated sub-group shall request relevant health technology developers to submit comprehensive documentation containing the information, all available data and evidence, including both negative and positive results as well as studies in which the technology has been used, necessary for the joint clinical assessment


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>95</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Liisa Jaakonsaari</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 6 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	2.	The designated sub-group shall request relevant health technology developers to submit documentation containing the information, data and evidence necessary for the joint clinical assessment.
	2.	The designated sub-group shall request relevant health technology developers to submit documentation containing the information, data and evidence necessary for the joint clinical assessment. The relationship between evaluators and health technology developers must be independent and impartial. Developers of health technologies can be consulted but never participate actively in the evaluation process.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>96</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 6 – paragraph 2 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	2 a.	The designated sub-group shall request, in addition to the data referred to in paragraph 2, data from relevant sources, such as patient registries, databases or European Reference Networks, where that data is deemed necessary to complete the information provided by the health technology developers and to perform a more accurate clinical assessment of the health technology.


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
Assessors could request/order/subcontract complementary analysis from other sources such as databases, patient registries, health medical records, drug utilisation studies, European Reference Networks and patients’ organisations.
</Amend>
<Amend>Amendment		<NumAm>97</NumAm>
<RepeatBlock-By><Members>Maria Grapini</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 6 – paragraph 3</Article>
	

	Text proposed by the Commission
	Amendment

	3.	The designated sub-group shall appoint, from among its members, an assessor and a co-assessor to conduct the joint clinical assessment. The appointments shall take into account the scientific expertise necessary for the assessment.
	3.	The designated sub-group shall appoint, from among its members, an assessor and a co-assessor from different Member State to conduct the joint clinical assessment. The appointments shall take into account the scientific expertise necessary for the assessment.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>98</NumAm>
<RepeatBlock-By><Members>Mihai Ţurcanu</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 6 – paragraph 5 – point a</Article>
	

	Text proposed by the Commission
	Amendment

	(a)	an analysis of the relative effects of the health technology being assessed on the patient-relevant health outcomes chosen for the assessment;
	(a)	a description of the relative effects of the health technology being assessed on the patient-relevant health outcomes agreed for the assessment;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>99</NumAm>
<RepeatBlock-By><Members>Cristian-Silviu Buşoi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 6 – paragraph 5 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	5 a.	The joint clinical assessment report shall not refer to non-clinical assessment domains nor shall it draw conclusions on the added value of the technologies concerned which remain part of national appraisal processes.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>100</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 6 – paragraph 8</Article>
	

	Text proposed by the Commission
	Amendment

	8.	The assessor shall provide the draft joint clinical assessment report and the summary report to the submitting health technology developer and set a time-frame in which the developer may submit comments.
	deleted


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>101</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Liisa Jaakonsaari, Lucy Anderson</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 6 – paragraph 9</Article>
	

	Text proposed by the Commission
	Amendment

	9.	The designated sub-group shall ensure that stakeholders, including patients and clinical experts, are given an opportunity to provide comments during the preparation of the draft joint clinical assessment report and the summary report and set a time-frame in which they may submit comments.
	9.	The designated sub-group shall ensure that stakeholders, including patients and clinical experts, civil society organisations, patient associations, social partners, consumer organisations, healthcare professionals and non-governmental organisations, are given an opportunity to provide comments during the preparation of the draft joint clinical assessment report and the summary report and set a time-frame in which they may submit comments.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>102</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 6 – paragraph 10</Article>
	

	Text proposed by the Commission
	Amendment

	10.	Following receipt and consideration of any comments provided in accordance with paragraphs 7, 8, and 9, the assessor, with the assistance of the co-assessor, shall finalise the draft joint clinical assessment report and summary report, and submit those reports to the designated sub-group and to the Commission for comments.
	10.	Following receipt and consideration of any comments provided in accordance with paragraphs 7, and 9, the assessor, with the assistance of the co-assessor, shall finalise the draft joint clinical assessment report and summary report, and submit those reports to the designated sub-group and to the Commission for comments on procedural aspects.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>103</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 6 – paragraph 12</Article>
	

	Text proposed by the Commission
	Amendment

	12.	The Coordination Group shall approve the final joint clinical assessment report and summary report, wherever possible by consensus or, where necessary, by a simple majority of Member States.
	12.	The Coordination Group shall approve the final joint clinical assessment report and summary report, wherever possible by consensus or, where necessary, by a two-thirds of Member States. Diverging views shall be outlined in the report.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>104</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 6 – paragraph 12</Article>
	

	Text proposed by the Commission
	Amendment

	12.	The Coordination Group shall approve the final joint clinical assessment report and summary report, wherever possible by consensus or, where necessary, by a simple majority of Member States.
	12.	The Coordination Group shall approve the final joint clinical assessment report and summary report, wherever possible by consensus or, where necessary, by a two-thirds majority of Member States.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>105</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 6 – paragraph 13</Article>
	

	Text proposed by the Commission
	Amendment

	13.	The assessor shall ensure the removal of any information of a commercially sensitive nature from the approved joint clinical assessment report and the summary report.
	deleted


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>106</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 6 – paragraph 13</Article>
	

	Text proposed by the Commission
	Amendment

	13.	The assessor shall ensure the removal of any information of a commercially sensitive nature from the approved joint clinical assessment report and the summary report.
	13.	The assessor shall ensure the removal of any information of a commercially sensitive nature from the approved joint clinical assessment report and the summary report. The assessor shall consult the developer on the report before its publication. The developer shall have a period of 30 working days to respond in order to identify any information it considers confidential and to justify the commercially sensitive nature of that information. In the event of disagreement between the assessor and the developer, the assessor and the co-assessor shall decide.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>107</NumAm>
<RepeatBlock-By><Members>Andreas Schwab</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 6 – paragraph 14 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	14 a.	When receiving the joint clinical assessment report and the summary report, the health technology developer may hand in a detailed objection in writing to the Coordination Group within seven working days. The Coordination Group shall evaluate the objections within 30 working days and may revise the report if necessary. It shall approve and submit the final joint clinical assessment report, the summary report and an explanatory document setting out how the objections were addressed.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>108</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 7 – paragraph 1</Article>
	

	Text proposed by the Commission
	Amendment

	1.	Where the Commission considers that the approved joint clinical assessment report and summary report comply with the substantive and procedural requirements laid down in this Regulation, it shall include the name of the health technology which has been the subject of the approved report and summary report, in a list of technologies having undergone joint clinical assessment (the "List of Assessed Health Technologies" or the "List") at the latest 30 days after receipt of the approved report and summary report from the Coordination Group.
	1.	Where the Commission considers that the approved joint clinical assessment report and summary report comply with the procedural requirements laid down in this Regulation, it shall include the name of the health technology which has been the subject of the approved report and summary report, in a list of technologies having undergone joint clinical assessment (the "List of Assessed Health Technologies" or the "List") at the latest 30 days after receipt of the approved report and summary report from the Coordination Group.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>109</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 7 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	2.	Where, within 30 days of receipt of the approved joint clinical assessment report and the summary report, the Commission concludes that the approved joint clinical assessment report and summary report do not comply with the substantive and procedural requirements laid down in this Regulation, it shall inform the Coordination Group of the reasons for its conclusions and request it to review the report and summary report.
	2.	Where, within 30 days of receipt of the approved joint clinical assessment report and the summary report, the Commission concludes that the approved joint clinical assessment report and summary report do not comply with the procedural requirements laid down in this Regulation, it shall inform the Coordination Group of the reasons for its conclusions and request it to review the report and summary report.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>110</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 7 – paragraph 4</Article>
	

	Text proposed by the Commission
	Amendment

	4.	Following the submission of the modified approved joint clinical assessment report and summary report, and where the Commission considers that the modified approved joint clinical assessment report and summary report comply with the substantive and procedural requirements laid down in this Regulation, it shall include the name of the health technology which has been the subject of the report and summary report, in the List of Assessed Health Technologies.
	4.	Following the submission of the modified approved joint clinical assessment report and summary report, and where the Commission considers that the modified approved joint clinical assessment report and summary report comply with the procedural requirements laid down in this Regulation, it shall include the name of the health technology which has been the subject of the report and summary report, in the List of Assessed Health Technologies.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>111</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 7 – paragraph 5</Article>
	

	Text proposed by the Commission
	Amendment

	5.	If the Commission concludes that the modified approved joint clinical assessment report and summary report do not comply with the substantive and procedural requirements laid down in this Regulation, it shall decline to include the name of the health technology in the List. The Commission shall inform the Coordination Group thereof, setting out the reasons for the non-inclusion. The obligations laid down in Article 8 shall not apply with respect to the health technology concerned. The Coordination Group shall inform the submitting health technology developer accordingly and include summary information on those reports in its annual report.
	5.	If the Commission concludes that the modified approved joint clinical assessment report and summary report do not comply with the procedural requirements laid down in this Regulation, it shall decline to include the name of the health technology in the List. The Commission shall inform the Coordination Group thereof, setting out the reasons for the non-inclusion. The obligations laid down in Article 8 shall not apply with respect to the health technology concerned. The Coordination Group shall inform the submitting health technology developer accordingly and include summary information on those reports in its annual report.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>112</NumAm>
<RepeatBlock-By><Members>Daniel Dalton</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 1 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	1.	Member States shall:
	1.	Member States may decide to:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>113</NumAm>
<RepeatBlock-By><Members>Philippe Juvin</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 1 – point a</Article>
	

	Text proposed by the Commission
	Amendment

	(a)	not carry out a clinical assessment or an equivalent assessment process on a health technology included in the List of Assessed Health Technologies or for which a joint clinical assessment has been initiated;
	deleted


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>114</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 1 – point a</Article>
	

	Text proposed by the Commission
	Amendment

	(a)	not carry out a clinical assessment or an equivalent assessment process on a health technology included in the List of Assessed Health Technologies or for which a joint clinical assessment has been initiated;
	(a)	not carry out a clinical assessment or an equivalent assessment process on a health technology included in the List of Assessed Health Technologies or for which a joint clinical assessment has been initiated. According to the national needs, Member States shall have the right to complement the report with additional clinical evidence;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>115</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 1 – point a</Article>
	

	Text proposed by the Commission
	Amendment

	(a)	not carry out a clinical assessment or an equivalent assessment process on a health technology included in the List of Assessed Health Technologies or for which a joint clinical assessment has been initiated;
	(a)	use the joint clinical assessment reports in their health technology assessments at Member State level;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>116</NumAm>
<RepeatBlock-By><Members>Cristian-Silviu Buşoi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 1 – point a</Article>
	

	Text proposed by the Commission
	Amendment

	(a)	not carry out a clinical assessment or an equivalent assessment process on a health technology included in the List of Assessed Health Technologies or for which a joint clinical assessment has been initiated;
	(a)	not carry out an equivalent clinical assessment on a health technology included in the List of Assessed Health Technologies or for which a joint clinical assessment has been initiated;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>117</NumAm>
<RepeatBlock-By><Members>Philippe Juvin</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 1 – point b</Article>
	

	Text proposed by the Commission
	Amendment

	(b)	apply joint clinical assessment reports, in their health technology assessments at Member State level.
	(b)	take into account joint clinical assessment reports, in their health technology assessments at Member State level.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>118</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 1 – point b</Article>
	

	Text proposed by the Commission
	Amendment

	(b)	apply joint clinical assessment reports, in their health technology assessments at Member State level.
	(b)	not duplicate the joint clinical assessment at Member State level.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>119</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Liisa Jaakonsaari, Lucy Anderson</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 1 – point b – point i (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	i)	Paragraph 1(b) shall not prevent Member States from carrying out assessments on the added clinical value of the technologies concerned as part of national or regional appraisal processes which may consider clinical as well as non-clinical data and evidence specific to the Member State concerned which did not form part of the joint clinical assessment and which are necessary to complete the general assessment of health technology.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>120</NumAm>
<RepeatBlock-By><Members>Cristian-Silviu Buşoi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 1 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	1 a.	The requirement set out in point (a) of paragraph 1 shall not prevent Member States from carrying out additional assessments on the added clinical value of the health technology concerned, as part of national or regional appraisal processes, which may consider clinical evidence specific to the Member State concerned, as long as they are not included in the joint clinical assessment and are necessary to complete the pricing and reimbursement process.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>121</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	2.	Member States shall notify the Commission of the outcome of a health technology assessment on a health technology which has been subject to a joint clinical assessment within 30 days from its completion. That notification shall be accompanied by information on how the conclusions of the joint clinical assessment report have been applied in the overall health technology assessment. The Commission shall facilitate the exchange of this information between Member States through the IT platform referred to in Article 27.
	2.	Member States shall notify the Commission of the outcome of a health technology assessment on a health technology which has been subject to a joint clinical assessment within 30 days from its completion. That notification shall be accompanied by information on how the conclusions of the joint clinical assessment report have been applied in the overall health technology assessment. The final report must be made publicly available. The Commission shall facilitate the exchange of this information between Member States through the IT platform referred to in Article 27.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>122</NumAm>
<RepeatBlock-By><Members>Daniel Dalton</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 8 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	2.	Member States shall notify the Commission of the outcome of a health technology assessment on a health technology which has been subject to a joint clinical assessment within 30 days from its completion. That notification shall be accompanied by information on how the conclusions of the joint clinical assessment report have been applied in the overall health technology assessment. The Commission shall facilitate the exchange of this information between Member States through the IT platform referred to in Article 27.
	2.	Member States may notify the Commission of the outcome of a health technology assessment on a health technology which has been subject to a joint clinical assessment within 30 days from its completion. That notification may be accompanied by information on how the conclusions of the joint clinical assessment report have been applied in the overall health technology assessment. The Commission shall facilitate the exchange of this information between Member States through the IT platform referred to in Article 27.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>123</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 9 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	Article 9 a

	
	1. The Coordination Group may consider to carry out updates of joint clinical assessments at the moment of the renewal of the marketing authorization after five years pursuant to Article 14 of Regulation (EU)726/2004.

	
	2. Should additional important evidence become available significantly prior to the renewal of the marketing authorisation, the Coordination Group may also consider carrying out an update on joint clinical assessment.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>124</NumAm>
<RepeatBlock-By><Members>Cristian-Silviu Buşoi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 1 – point a – point ii</Article>
	

	Text proposed by the Commission
	Amendment

	(ii)	select medicinal products referred to in Article 5(1)(a) for joint clinical assessment based on the selection criteria referred to in Article 5(2).
	(ii)	select medicinal products referred to in Article 5(1)(a) for joint clinical assessment based on the following selection criteria:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>125</NumAm>
<RepeatBlock-By><Members>Cristian-Silviu Buşoi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 1 – point a – point ii – point a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	a)	unmet medical needs, where there is no treatment or only unsatisfactory treatment available;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>126</NumAm>
<RepeatBlock-By><Members>Cristian-Silviu Buşoi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 1 – point a – point ii – point b (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	b)	potential impact on patients and public health, considering, inter alia, the burden of disease measured by mortality and morbidity, and the life-threatening or chronically debilitating nature of the disease targeted by the health technology;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>127</NumAm>
<RepeatBlock-By><Members>Cristian-Silviu Buşoi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 1 – point a – point ii – point c (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	c)	significant cross-border dimension;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>128</NumAm>
<RepeatBlock-By><Members>Cristian-Silviu Buşoi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 10 – paragraph 1 – point a – point ii – point d (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	d)	the available resources of the Coordination Group.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>129</NumAm>
<RepeatBlock-By><Members>Philippe Juvin</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 1 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	1.	The Commission shall develop, by means of implementing acts, procedural rules for:
	1.	The Coordination Group shall develop:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>130</NumAm>
<RepeatBlock-By><Members>Cristian-Silviu Buşoi</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 1 – point a</Article>
	

	Text proposed by the Commission
	Amendment

	(a)	submissions of information, data and evidence by health technology developers;
	(a)	submissions of information, data and evidence by health technology developers, including the protection of developers' confidential information;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>131</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner, Daniel Dalton</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 1 – point f</Article>
	

	Text proposed by the Commission
	Amendment

	(f)	cooperation with the notified bodies and expert panels on the preparation and update of joint clinical assessments of medical devices.
	deleted


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>132</NumAm>
<RepeatBlock-By><Members>Sergio Gutiérrez Prieto, Soledad Cabezón Ruiz</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 1 – point f</Article>
	

	Text proposed by the Commission
	Amendment

	(f)	cooperation with the notified bodies and expert panels on the preparation and update of joint clinical assessments of medical devices.
	(f)	cooperation between the European Medicines Agency and the Coordination Group on the preparation and update of joint clinical assessments of medicinal products. This cooperation shall take into account that the Coordination Group, due to its competences in clinical aspects, is the competent body to detect and prioritize the emerging technologies based on impact on health.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>133</NumAm>
<RepeatBlock-By><Members>Philippe Juvin</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 11 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	2.	Those implementing acts shall be adopted in accordance with the examination procedure referred to in Article 30(2).
	deleted


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>134</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Liisa Jaakonsaari</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 13 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	2.	The designated sub-group shall request the health technology developer to submit the documentation containing the information, data and evidence necessary for the joint scientific consultation.
	2.	The designated sub-group shall request the health technology developer to submit the documentation containing the information, data and evidence necessary for the joint scientific consultation. All relevant data and information shall be available to the public.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>135</NumAm>
<RepeatBlock-By><Members>Maria Grapini</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 13 – paragraph 3</Article>
	

	Text proposed by the Commission
	Amendment

	3.	The designated sub-group shall appoint from among its members, an assessor and a co-assessor, with responsibility for conducting the joint scientific consultation. The appointments shall take into account the scientific expertise necessary for the assessment.
	3.	The designated sub-group shall appoint from among its members, an assessor and a co-assessor, from different Member States, with responsibility for conducting the joint scientific consultation. The appointments shall take into account the scientific expertise necessary for the assessment.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>136</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 13 – paragraph 8</Article>
	

	Text proposed by the Commission
	Amendment

	8.	The designated sub-group shall ensure that stakeholders, including patients and clinical experts are given an opportunity to provide comments during the preparation of the draft joint scientific consultation report and set a time-frame in which they may submit comments.
	8.	The designated sub-group shall ensure that stakeholders, including patients, consumers and clinical experts are given an opportunity to provide comments during the preparation of the draft joint scientific consultation report and set a time-frame in which they may submit comments.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>137</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 13 – paragraph 12</Article>
	

	Text proposed by the Commission
	Amendment

	12.	The Coordination Group shall approve the final joint scientific consultation report, wherever possible by consensus or, where necessary, by a simple majority of Member States, at the latest 100 days following the start of the preparation of the report referred to in paragraph 4.
	12.	The Coordination Group shall approve the final joint scientific consultation report, wherever possible by consensus or, where necessary, by a two-thirds majority of Member States, at the latest 100 days following the start of the preparation of the report referred to in paragraph 4.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>138</NumAm>
<RepeatBlock-By><Members>Maria Grapini</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 13 – paragraph 12</Article>
	

	Text proposed by the Commission
	Amendment

	12.	The Coordination Group shall approve the final joint scientific consultation report, wherever possible by consensus or, where necessary, by a simple majority of Member States, at the latest 100 days following the start of the preparation of the report referred to in paragraph 4.
	12.	The Coordination Group shall approve the final joint scientific consultation report, wherever possible by consensus or, where necessary, by a simple majority of Member States, at the latest 90 days following the start of the preparation of the report referred to in paragraph 4.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>139</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 13 – paragraph 12</Article>
	

	Text proposed by the Commission
	Amendment

	12.	The Coordination Group shall approve the final joint scientific consultation report, wherever possible by consensus or, where necessary, by a simple majority of Member States, at the latest 100 days following the start of the preparation of the report referred to in paragraph 4.
	12.	The Coordination Group shall approve the final joint scientific consultation report, wherever possible by consensus or, where necessary, by a two-thirds majority of Member States, at the latest 100 days following the start of the preparation of the report referred to in paragraph 4.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>140</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 13 – paragraph 12 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	12 a.	Delegates participating in the elaboration of joint scientific consultations for a health technology shall not participate in the joint clinical assessment of this particular technology.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>141</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 14 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	2.	The Coordination Group shall include anonymised summary information on the joint scientific consultations in its annual reports and the IT platform referred to in Article 27.
	2.	The Coordination Group shall include anonymised summary information on the joint scientific consultations in its annual reports and the IT platform referred to in Article 27. The scientific consultation reports shall be made public once the joint clinical assessments have been completed.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>142</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 14 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	2.	The Coordination Group shall include anonymised summary information on the joint scientific consultations in its annual reports and the IT platform referred to in Article 27.
	2.	The Coordination Group shall include summary information on the joint scientific consultations in its annual reports and the IT platform referred to in Article 27.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>143</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 16 – paragraph 1 – point d</Article>
	

	Text proposed by the Commission
	Amendment

	(d)	the consultation of patients, clinical experts and other relevant stakeholders;
	(d)	the consultation of patients, healthcare professionals, clinical experts and other relevant stakeholders;


Or. <Original>{EN}en</Original>
<TitreJust>Justification</TitreJust>
The healthcare professional is here defined as in Article 3f) of Directive 2011/24/EU on the application of patients’ rights in cross-border healthcare: "means a doctor of medicine, a nurse responsible for general care, a dental practitioner, a midwife or a pharmacist within the meaning of Directive 2005/36/EC, or another professional exercising activities in the healthcare sector which are restricted to a regulated profession as defined in Article 3(1)(a) of Directive 2005/36/EC, or a person considered to be a health professional according to the legislation of the Member State of treatment".
</Amend>
<Amend>Amendment		<NumAm>144</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 16 – paragraph 1 – point d</Article>
	

	Text proposed by the Commission
	Amendment

	(d)	the consultation of patients, clinical experts and other relevant stakeholders;
	(d)	the consultation of patients, consumers, clinical experts and other relevant stakeholders;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>145</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner, Daniel Dalton</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 16 – paragraph 1 – point f</Article>
	

	Text proposed by the Commission
	Amendment

	(f)	cooperation with the expert panels referred to in Article 106(1) of Regulation (EU) 2017/745 on the joint scientific consultations on medical devices.
	deleted


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>146</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 17 – paragraph 1 – point b</Article>
	

	Text proposed by the Commission
	Amendment

	(b)	the rules for determining the stakeholders to be consulted for the purpose of this Section.
	(b)	the rules for determining the stakeholders to be consulted for the purpose of this Section. Declarations on conflicts of interest shall be made publicly available for all stakeholder. Experts with conflicts of interest shall not participate in the process.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>147</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 18 – paragraph 2 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	2.	In the preparation of the study, the Coordination Group shall consult:
	2.	In the preparation of the study, the Coordination Group shall be conscious of breakthrough innovations and seek the input of all relevant stakeholders with the aim of exploring new possibilities in innovation. The Coordination Group shall consult all relevant stakeholders, including but not limited to:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>148</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 18 – paragraph 2 – point b</Article>
	

	Text proposed by the Commission
	Amendment

	(b)	patient organisations;
	(b)	patient and consumer organisations;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>149</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 18 – paragraph 2 – point c a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(c a)	healthcare professionals;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>150</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Liisa Jaakonsaari, Lucy Anderson</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 18 – paragraph 2 – point e – point i (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	i)	civil society organisations, social partners, consumer organisations, healthcare professionals and non-governmental organisations in the field of health technology assessment


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>151</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner, Daniel Dalton</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 19 – paragraph 1 – point b</Article>
	

	Text proposed by the Commission
	Amendment

	(b)	collaborative assessments on medical devices;
	deleted


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>152</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner, Daniel Dalton</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 19 – paragraph 1 – point c</Article>
	

	Text proposed by the Commission
	Amendment

	(c)	health technology assessments on health technologies other than medicinal products or medical devices;
	(c)	health technology assessments on health technologies other than medicinal products;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>153</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 19 – paragraph 3</Article>
	

	Text proposed by the Commission
	Amendment

	3.	The cooperation referred to in paragraph 1 points (b) and (c) may be carried out using the procedural rules established in accordance with Article 11 and the common rules established in accordance with Articles 22 and 23.
	3.	The cooperation referred to in paragraph 1 points (b) and (c) may be carried out using the procedural rules established by the Coordination Group.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>154</NumAm>
<RepeatBlock-By><Members>Mihai Ţurcanu</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 22 – paragraph 1 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	1.	The Commission shall adopt implementing acts concerning:
	1.	The Commission shall be empowered to adopt implementing acts in accordance with Article 31 concerning:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>155</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 22 – paragraph 1 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	1.	The Commission shall adopt implementing acts concerning:
	1.	The Coordination Group shall establish, after consulting all relevant stakeholders:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>156</NumAm>
<RepeatBlock-By><Members>Philippe Juvin</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 22 – paragraph 1 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	1.	The Commission shall adopt implementing acts concerning:
	1.	The Coordination Group shall adopt:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>157</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Liisa Jaakonsaari, Lucy Anderson</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 22 – paragraph 1 – point a – point iii</Article>
	

	Text proposed by the Commission
	Amendment

	(iii)	the consultation of patients, clinical experts, and other stakeholders in clinical assessments.
	(iii)	the consultation of patients, clinical experts, and other stakeholders such as civil society organisations, patient associations, social partners, consumer organisations, healthcare professionals and non-governmental organisations in clinical assessments;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>158</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 22 – paragraph 1 – point a – point iii</Article>
	

	Text proposed by the Commission
	Amendment

	(iii)	the consultation of patients, clinical experts, and other stakeholders in clinical assessments.
	(iii)	 the consultation of patients, consumers, clinical experts, and other stakeholders in clinical assessments. The declarations of conflicts of interest of consulted stakeholders shall be made publicly available. 


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>159</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 22 – paragraph 1 – point a – point iii</Article>
	

	Text proposed by the Commission
	Amendment

	(iii)	the consultation of patients, clinical experts, and other stakeholders in clinical assessments.
	(iii)	the consultation of patients, healthcare professionals, clinical experts, and other stakeholders in clinical assessments.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>160</NumAm>
<RepeatBlock-By><Members>Sergio Gutiérrez Prieto, Soledad Cabezón Ruiz</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 22 – paragraph 1 – point b</Article>
	

	Text proposed by the Commission
	Amendment

	(b)	methodologies used to formulate the contents and design of clinical assessments.
	deleted


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>161</NumAm>
<RepeatBlock-By><Members>Mihai Ţurcanu</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 22 – paragraph 1 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	1 a.	The methodologies referred to in point (b) of paragraph 1 shall be developed on the basis of the existing EUnetHTA methodological guidelines and evidence submission templates. They shall be developed and agreed after consultations with all stakeholders, regularly updated to reflect the scientific evolution and shall be made publicly available.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>162</NumAm>
<RepeatBlock-By><Members>Philippe Juvin</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 22 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	2.	Implementing acts referred to in paragraph 1 shall be adopted in accordance with the examination procedure referred to in Article 30(2).
	deleted


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>163</NumAm>
<RepeatBlock-By><Members>Sergio Gutiérrez Prieto, Soledad Cabezón Ruiz</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 22 – paragraph 2 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	2 a.	The Coordination Group shall draw up the methodologies to be used to carry out joint clinical assessments and consultations and shall define the content of those assessments and consultations. In any event:

	
	(a) the methodologies shall be based on high standards of quality, the best available scientific evidence, stemming primarily from double-blind randomised clinical trials, meta-analysis and systematic reviews;

	
	(b) the assessment of relative effectiveness shall be based on end-points which are relevant to the patient with useful, relevant, tangible and specific criteria suited to the clinical situation concerned;

	
	c) the comparators shall be the reference comparators for the clinical entity concerned and be the best and/or most commonly used technological or process based comparator;

	
	d) the technology developers shall, for the purpose of its clinical assessment, provide the Coordination Group with the complete dossier in eCTD format submitted to the European Medicines Agency for centralised authorisation. This package shall include the Clinical Study Report and the data of individual patients in all clinical trials;

	
	e) the information to be provided by the health technology developer shall relate to the most up-to-date and public research. Failure to comply with this requirement may trigger a sanctions mechanism.

	
	Any flexibility in the methodology shall be exceptional and adapted to very specific circumstances, but never to the detriment of the quality of health technologies or clinical evidence. The methodology must guarantee high quality and high clinical evidence. Since clinical trials are the studies par excellence in the biomedical field, the use of another type of study shall be exceptional and fully justified. The rules to be developed by the Coordination Group shall cover the possibilities for improvement of clinical evidence in the cases where further scientific evidence is needed.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>164</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 23 – paragraph 1 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	The Commission shall be empowered to adopt delegated acts in accordance with Article 31 concerning:
	The Coordination Group shall adopt:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>165</NumAm>
<RepeatBlock-By><Members>Maria Grapini</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 24 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	2.	The funding referred to in paragraph 1 shall include funding for the participation of Member States' designated health technology authorities and bodies in support of the work on joint clinical assessments and joint scientific consultations. Assessor and co-assessors shall be entitled to a special allowance compensating them for their work on joint clinical assessments and joint scientific consultations in accordance with internal Commission provisions.
	2.	The funding referred to in paragraph 1 shall include funding for the participation of Member States' designated health technology authorities and bodies in support of the work on joint clinical assessments and joint scientific consultations. Assessor and co-assessors shall be entitled to a special allowance, approved by the Commission, compensating them for their work on joint clinical assessments and joint scientific consultations in accordance with internal Commission provisions.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>166</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Liisa Jaakonsaari, Lucy Anderson</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 24 – paragraph 2 – point 1 (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(1)	The Union shall guarantee a sufficient, stable and continuing public funding of the Coordination Group. In any case, this public funding shall be conducted without any direct or indirect involvement of HTA developers.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>167</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner, Daniel Dalton</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 25 – paragraph 1 – point f</Article>
	

	Text proposed by the Commission
	Amendment

	(f)	facilitate cooperation with the relevant Union level bodies on the joint work on medical devices including the sharing of confidential information.
	deleted


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>168</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Liisa Jaakonsaari, Lucy Anderson</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 26 – paragraph 1</Article>
	

	Text proposed by the Commission
	Amendment

	1.	The Commission shall establish a stakeholder network through an open call for applications and a selection of suitable stakeholder organisations based on selection criteria established in the open call for applications.
	1.	The Commission shall establish a stakeholder network through an open call for applications and a selection of suitable stakeholder organisations based on selection criteria established in the open call for applications. The stakeholder organisation shall at least have members of civil society organisations, patient associations, social partners, consumer organisations, healthcare professionals and non-governmental organisations dealing with health technology assessment.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>169</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Liisa Jaakonsaari, Lucy Anderson</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 26 – paragraph 1 – point 1 (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	(1)	The European Parliament shall also have a qualified representative in the stakeholder network. The representative shall report to the European Parliament on a regular basis about the recent developments within the stakeholder network.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>170</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Evelyne Gebhardt, Liisa Jaakonsaari, Lucy Anderson</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 26 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	2.	The Commission shall publish the list of stakeholder organisations included in the stakeholder network.
	2.	The Commission shall publish the list of stakeholder organisations included in the stakeholder network. In any case, all members of the stakeholder network shall have no conflict of interest with and shall not be receiving any funding from health technology developers.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>171</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Liisa Jaakonsaari, Lucy Anderson</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 26 – paragraph 3 – introductory part</Article>
	

	Text proposed by the Commission
	Amendment

	3.	The Commission shall organise ad-hoc meetings between the stakeholder network and the Coordination Group in order to:
	3.	The Commission shall organise meetings on a regular basis between the stakeholder network and the Coordination Group in order to:


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>172</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Liisa Jaakonsaari, Lucy Anderson</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 26 – paragraph 3 – point a</Article>
	

	Text proposed by the Commission
	Amendment

	(a)	update stakeholders on the work of the group;
	(a)	update stakeholders on the work of the group; all members of the stakeholder network shall have access to all relevant data and information;


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>173</NumAm>
<RepeatBlock-By><Members>Kerstin Westphal, Lucy Anderson</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 26 – paragraph 3 – point b</Article>
	

	Text proposed by the Commission
	Amendment

	(b)	provide for an exchange of information on the work of the Coordination Group.
	(b)	provide for an exchange of information between the Coordination Group and the stakeholder network.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>174</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 26 – paragraph 4</Article>
	

	Text proposed by the Commission
	Amendment

	4.	On the request of the Coordination Group, the Commission shall invite patients and clinical experts nominated by the stakeholder network to attend meetings of the Coordination Group as observers.
	4.	On the request of the Coordination Group, the Commission shall invite patients, healthcare professionals and clinical experts nominated by the stakeholder network to attend meetings of the Coordination Group as observers.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>175</NumAm>
<RepeatBlock-By><Members>Mihai Ţurcanu</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 27 – paragraph 2 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	2 a.	All confidential data provided by a manufacturer shall be covered by a clear confidentiality agreement. The Commission shall also ensure the protection of confidential data against unauthorised access or disclosure, and ensure the integrity of data stored against accidental or unauthorised destruction, accidental loss or alteration.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>176</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 27 a (new)</Article>
	

	Text proposed by the Commission
	Amendment

	
	Article 27 a

	
	Common rules on data

	
	1. The Commission shall be empowered to adopt delegated acts in accordance with Article 31 concerning data collection, interoperability of data and the comparability of data.

	
	2. Assessors and co-assessors shall have full access to the data used by the authorities responsible for granting the marketing authorisation of a medicinal product, as well as the possibility of using or generating additional relevant data for the purposes of assessing a medicinal product in the context of a joint HTA.

	
	3. The confidential handling of data shall be safeguarded at all times.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>177</NumAm>
<RepeatBlock-By><Members>Maria Grapini</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 29 – paragraph 1</Article>
	

	Text proposed by the Commission
	Amendment

	1.	No later than five years after the publication of the report referred to in Article 28, the Commission shall carry out an evaluation of this Regulation, and report on its conclusions.
	1.	No later than four years after the publication of the report referred to in Article 28, the Commission shall carry out an evaluation of this Regulation, and report on its conclusions.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>178</NumAm>
<RepeatBlock-By><Members>Julia Reda</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 31</Article>
	

	Text proposed by the Commission
	Amendment

	Article 31
	deleted

	Exercise of the Delegation
	

	1. The power to adopt delegated acts is conferred on the Commission subject to the conditions laid down in this Article.
	

	2. The power to adopt delegated acts referred to in Articles 17 and 23 shall be conferred on the Commission for an indeterminate period of time from … [insert date of entry into force of this Regulation].
	

	3. The delegation of power referred to in Articles 17 and 23 may be revoked at any time by the European Parliament or by the Council. A decision to revoke shall put an end to the delegation of the power specified in that decision. It shall take effect the day following the publication of the decision in the Official Journal of the European Union or at a later date specified therein. It shall not affect the validity of any delegated acts already in force.
	

	4. Before adopting a delegated act, the Commission shall consult experts designated by each Member State in accordance with the principles laid down in the Interinstitutional Agreement on Better Law-Making of 13 April 2016.
	

	5. As soon as it adopts a delegated act, the Commission shall notify it simultaneously to the European Parliament and to the Council.
	

	6. A delegated act adopted pursuant to Articles 17 and 23 shall enter into force only if no objection has been expressed either by the European Parliament or by the Council within a period of two months of notification of that act to the European Parliament and the Council or if, before the expiry of that period, the European Parliament and the Council have both informed the Commission that they will not object. That period shall be extended by two months at the initiative of the European Parliament or of the Council.
	


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>179</NumAm>
<RepeatBlock-By><Members>Dita Charanzová, Gesine Meissner, Daniel Dalton</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 32 – paragraph 2</Article>
	

	Text proposed by the Commission
	Amendment

	2.	When preparing those implementing and delegated acts, the Commission shall take into account the distinctive characteristics of the medicinal product and medical device sectors.
	2.	When preparing those implementing and delegated acts, the Commission shall take into account the distinctive characteristics of the medicinal product sector.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>180</NumAm>
<RepeatBlock-By><Members>Philippe Juvin</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 34 – paragraph 1</Article>
	

	Text proposed by the Commission
	Amendment

	1.	Member States may carry out a clinical assessment using means other than the rules provided for in Chapter III of this Regulation, on grounds related to the need to protect public health in the Member State concerned and provided the measure is justified, necessary and proportionate as regards achieving that aim.
	1.	Member States may carry out a clinical assessment using means other than the rules provided for in Chapter III of this Regulation, namely on grounds related to the need to protect public health in the Member State concerned and provided the measure is justified, necessary and proportionate as regards achieving that aim.


Or. <Original>{EN}en</Original>
</Amend>
<Amend>Amendment		<NumAm>181</NumAm>
<RepeatBlock-By><Members>Maria Grapini</Members>
</RepeatBlock-By>
<DocAmend>Proposal for a regulation</DocAmend>
<Article>Article 34 – paragraph 3</Article>
	

	Text proposed by the Commission
	Amendment

	3.	The Commission shall, within three months of the date of receiving the notification provided for in paragraph 2, approve or reject the planned assessment after having verified whether or not it complies with the requirements referred to in paragraph 1 and whether or not it is a means of arbitrary discrimination or a disguised restriction on trade between Member States. In the absence of a decision by the Commission by the end of the three month period, the planned clinical assessment shall be deemed to be approved.
	3.	The Commission shall, within 60 days of the date of receiving the notification provided for in paragraph 2, approve or reject the planned assessment after having verified whether or not it complies with the requirements referred to in paragraph 1 and whether or not it is a means of arbitrary discrimination or a disguised restriction on trade between Member States. In the absence of a decision by the Commission by the end of the three month period, the planned clinical assessment shall be deemed to be approved.


Or. <Original>{EN}en</Original>
</Amend></RepeatBlock-Amend>
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