ORDINARY LEGISLATIVE PROCEDURE – First reading 

Follow up to the European Parliament legislative resolution on the proposal for a regulation of the European Parliament and of the Council on health technology assessment and amending Directive 2011/24/EU 
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1. Rapporteur: Soledad CABEZON-RUIZ (S&D/ ES) 
2. Reference numbers: 2018/0018 (COD) / A8-0289/2018 / P8_TA-PROV(2019)0120 
3. Date of adoption of the resolution: 14 February 2019 
4. Legal basis: Articles 114 and 168(4) of the Treaty on the Functioning of the European Union 
5. Competent Parliamentary Committee: Committee on Environment, Public Health and Food Safety (ENVI) 
6. Commission's position: The Commission welcomes the overall positive approach set out in the resolution. While waiting for the Council position, it reserves its position on the amendments of the European Parliament. However, the Commission expresses concerns regarding the following ones: 
Amendment 45 (recital 25 of the Commission proposal) together with amendments 154 and 208/rev (Article 22(1) of the Commission proposal) 

Changes to the standard wording for empowerments to adopt implementing acts and introduction of a requirement for the Commission to adopt implementing acts developed by another entity. 
Amendment 49 (recital 26 of the Commission proposal) together with amendments 139, 162, 191, and 192 (Articles 17, 23 and 31 of the Commission proposal) 

Deletion of empowerments for delegated acts, replacing them with empowerments for implementing acts. 
Amendment 115 (Article 9 (1) of the Commission proposal) together with amendments 116, 117, and 118 (Article 9 (1) and (2) of the Commission proposal) 

Introduction of a possibility for the Member States or health technology developers to request updates of joint clinical assessments and requirement for updates five years after the initial assessment. 
Amendment 153 (Article 20 of the Commission proposal) 

Deletion of harmonised rules for joint clinical assessment and national clinical assessments.
