
Follow up to the European Parliament resolution of 15 December 2016 on 
the Regulation on Paediatric Medicines

2016/2902 (RSP)
1.
Resolution tabled pursuant to Rules 128(5) and 123(2) of the European Parliament's Rules of procedure by the Committee on the Environment, Public Health and Food Safety (ENVI)
2.
EP reference number: B8-1340/2016 / P8_TA-PROV(2016)0511
3.
Date of adoption of the resolution: 15 December 2016
4.
Subject: Regulation (EC) 1901/2006 on medicinal products for paediatric use
5.
Competent Parliamentary Committee: Committee on Environment, Public Health and Food Safety (ENVI)
6.
Brief analysis/ assessment of the resolution and requests made in it:

The resolution calls on the Commission to deliver its second report on the experience with the Paediatric Regulation, which is due in January 2017, in a timely fashion and including an in-depth analysis of current challenges (paragraph 1).
It urges the Commission to consider a legislative revision of the Regulation, especially in view of the perceived lack of impact in the field of paediatric oncology. In this context, it would be equally important to assess how funding and rewards under the Regulation can contribute and accelerate paediatric development, in particular medicinal products for neonatology and childhood cancer (paragraphs 2, 3, 4, 8 and 9).
It stresses the importance of cross-border trials to develop paediatric medicines, and welcomes therefore the new clinical trial legislation (Regulation (EU No 536/2014), which is currently being implemented. It calls on the Commission to consider amendments to the Paediatric Regulation, which avoids that promising trials are terminated early, because the corresponding adult programme is shelved (paragraphs 5, 6 and 7).
It calls on the Commission to renew in Horizon 2020 funding provisions to support high-quality paediatric clinical research and to strengthen the role of the European networking for paediatric clinical research (paragraphs 10 and 11).

7.
Responses to the EP requests and overview of actions taken, or intended to be taken, by the Commission:

With respect to paragraphs 1, 2, 3, 4, 8 and 9, the Commission welcomes the resolution, as it underlines the shared interest of the Parliament and the Commission to secure the best outcomes for children. The Commission is indeed currently working on a second report to Parliament and Council on the Paediatric Regulation, which will be delivered in 2017.

Figures show that the Paediatric Regulation has had a substantial impact on the development of paediatric medicines. Companies now consider paediatric development as an integral part of the overall development of medicinal products. However, progress in paediatric medicines is often dependent on companies’ adult product pipeline, because the obligations introduced by the Regulation are mostly linked to the planned development of adult products. Where the current adult needs overlap with paediatric needs, children will benefit directly. However, there is a considerable number of diseases that are biologically different in adults than in children, where the disease burden differs, or that only exist in children. One example is paediatric oncology. The Commission is aware of the concern that the Regulation has so far not delivered a substantive change in this field.

The Commission is looking closely at this and other issues in the context of drawing up the second report. Among other sources, it uses the currently running public consultation to gather feedback on these points. Additionally, it commissioned a study with a specific focus on the reward system provided by the Regulation and its economic impact. The Commission is confident that this will lead to a comprehensive picture about the strengths and the weaknesses of the Regulation and the challenges faced by it. On the basis of the forthcoming report, the Commission will consider the need for follow-up action.
With respect to paragraphs 5, 6 and 7, the Commission shares the expectation that new legal provisions on clinical trials will also facilitate the conduct of cross-border trials in the field of paediatric medicines. Decisions regarding the termination of individual trials are however largely dependent on the sponsor of the trial and the supervising authorities.

With respect to paragraphs 10 and 11, the Commission would like to highlight that it currently supports, under the "Innovative Medicines Initiative 2" (IMI2), the creation of a pan-European large paediatric network that should facilitate the development and availability of new medicinal products and other therapies, and the expansion of knowledge about medicinal products currently in practice for the entire paediatric population. This network is expected to increase the efficiency of executing paediatric clinic trials by setting up scientific advice and trial readiness groups which should actually conduct several clinical studies and develop and implement a business model to ensure sustainability. In the area of rare diseases, where many of them are of genetic nature and become clinically evident during childhood, several calls have been carried out or are on-going.

Additional opportunities for research will be created by future European Reference Networks, which aim at concentrating resources and expertise, including in rare or low-prevalence complex diseases or conditions.

Furthermore, while the existing structure of Horizon2020 favours an open, bottom-up approach, applications for paediatric projects are supported in many of the topics. In addition, the Commission has already provided in the past dedicated funding for paediatric research under EU Horizon 2020.
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