Follow-up to the European Parliament resolution of 2 March 2017 on 
the EU options for improving access to medicines
2016/2057 (INI)
1.
Rapporteur: Soledad CABEZÓN RUIZ (S&D/ES)

2.
EP reference number: A8-0040/2017 / P8_TA-PROV(2017)0061

3.
Date of adoption of the resolution: 2 March 2017

4.
Subject: Options for improving access to medicines
5.
Competent Parliamentary Committee: Committee on the Environment, Public Health and Food Safety (ENVI)

6.
Brief analysis/ assessment of the resolution and requests made in it:

The resolution addresses the issue how to balance the interests of stakeholders (in particular patients, Member States and the industry) in the European pharmaceutical sector. There is consensus that the ultimate policy objective is to ensure timely access to innovative, effective and affordable medicines for all European patients. The challenging question is what the right tools to achieve this objective are. The resolution covers a very wide range of issues and ideas across the entire life cycle of an innovative pharmaceutical, namely:
(1)
research (including public/ private partnerships like the Innovative Medicines Initiative – IMI),
(2)
marketing authorisations (quality, safety, efficacy, including "early access schemes"),

(3)
health technology assessment (added value of new pharmaceuticals),

(4)
pricing and reimbursement (accessibility, affordability),

(5)
amortisation period after market launch (exclusivity through patents/ supplementary protection certificates and other mechanisms such as orphan legislation; a specific issue is accessibility, including shortages), and
(6)
entry of generic medicines.

It also covers a wide range of instruments:
(1)
public funds,

(2)
sector specific legislation,

(3)
intellectual property rights,

(4)
competition law, and
(5)
international law (in particular trade law).

The resolution invites the Commission (and the Member States) to initiate a number of follow up actions.
7.
Responses to requests and overview of actions taken, or intended to be taken, by the Commission:
The Commission takes note of the European Parliament's invitations.
Invitation regarding the Transparency Directive (paragraphs 57 and subsequent)

The European Parliament calls on the Commission to "revise the Transparency Directive with a focus on guaranteeing timely entry into the market for generic and biosimilar medicines, ending patent linkage according to the Commission’s guidelines, accelerating pricing and reimbursement decisions for generics, and precluding the multiple reassessment of the elements supporting marketing authorisation; believes that this will maximise savings for national health budgets, improve affordability, accelerate patient access and prevent administrative burdens for generic and biosimilar companies".

In 2012 the Commission submitted a legal proposal aimed at modernising Directive 89/105/EEC and at providing legal clarity for all parties concerned. The Commission decided to withdraw this proposal relying on the principle of political discontinuity
. The decision was justified by the fact that no agreement was foreseeable in the Council, among other things in light of objections raised by Member States that the proposal was not in line with the principle of subsidiarity.

Furthermore, the Commission stated that the allocation of resources to a proposal which, from its point of view, had no chance to be adopted in due course or which, after negotiations, would not deliver the intended results, could not be justified.

At this point in time the Commission is committed to ensuring an effective implementation of the existing Directive, while taking into account the evolution of cost-containment instruments used by Member States.

Invitation to assess the implementation of Directive 2011/24/EU and to carry out a formal evaluation of the Directive (paragraphs 60, 61)

The Commission supports the European Parliament’s call on the Member States to implement Directive 2011/24/EU properly with a view to avoid obstacles to the application of the rules on cross-border healthcare, including the reimbursement of medicines. The Commission is now pursuing a second phase of assessment of national transposition measures, focusing on the quality and the correctness of transposition.

Every three years the Commission publishes an implementation report on the Directive as requested by Article 20(1) of the Directive. The next report on the operation of the Directive is due for publication in October 2018.

Invitations with regard to marketing authorisation procedures (quality, safety, efficacy, including "early access schemes") (inter alia paragraphs 67, 73, 71, 78 and subsequent)

The Commission supports the European Parliament’s call to ensure the patients' right to universal, effective, safe and timely access to medicines.

The Commission will continue to discuss early access schemes with the national competent authorities and relevant stakeholders. A good example is the Commission Expert Group on Safe and Timely Access to Medicines for Patients (STAMP) – a subgroup of the Pharmaceutical Committee – which recently discussed issues such as repurposing of established medicines; the off-label use of medicines; the initiative led by the European Medicines Agency (EMA) on Adaptive Pathways; and finally a report on ten years of experience of the EMA on conditional marketing authorisations (CMA).

The work on optimising the implementation of the existing regulatory tools, such as CMA, Accelerated Assessment or Compassionate Use, will also continue. Criteria for such early access tools, such as "unmet medical need", can benefit from a discussion between interested parties. In any case, the Commission will continue to guarantee compliance with the standards of safety, efficacy and quality for all authorised medicines, and independent from the route of authorisation. In addition, the marketing authorisation of medicines is based on a favourable benefit/ risk balance and cannot be based instead on effectiveness.

As regards orphan medicines (paragraph 73), EU legislation has made a difference in enabling research and development of therapies for rare diseases. The Commission is currently working on initiatives to streamline the implementation of the current legislation to ensure the authorisations of novel medicines for unmet medical needs that bring real benefit for patients.

Regarding paediatrics medicines (paragraph 67), a public consultation was completed in February 2017 with a view to prepare a Commission report to the Council and the European Parliament on the Regulation. The data are now being analysed.

On Advanced Therapy Medicinal Products (paragraph 71), the Commission is working on a set of actions to streamline the processes and foster innovation and patient access to promising medicines.

Invitation to analyse the incentive system in the pharmaceutical sector (exclusivity through patents/ supplementary protection certificates and other mechanisms such as orphan legislation) (paragraphs 72 and subsequent)

Patents and Supplementary Protection Certificates (SPCs) provide a key incentive for pharmaceutical research, guaranteeing the companies a time period during which they can amortise their investments.

As part of the Commission's Single Market Strategy, an inception impact assessment was published on 16 February 2017. It highlights non-legislative and legislative options for the way forward on the SPCs. In addition to the evaluation of the SPC legislation itself, other ideas are under consideration, such as:

· creating a European SPC title to complement the envisaged Unitary patent,

· introducing a so-called manufacturing waiver for export purposes of generics and biosimilars, as well as

· improving the scope of the limitations to the patent and SPC rights.

In addition, following the invitation of the Health Council in June 2016, the Commission is preparing an evidence-based analysis of the impact of EU pharmaceutical incentives, including SPCs on innovation and access to medicines. For this purpose, the Commission is currently preparing a study which is to be finalised by the end of 2017.

Invitations related to Horizon 2020 and Innovative Medicines Initiative (paragraph 76)

The European Parliament calls on the Commission to "promote open data in research on medicines where public funding is involved, and to encourage conditions such as affordable pricing and non-exclusivity, or co-ownership of IP for projects funded by EU public grants such as Horizon 2020 and IMI".

The Commission is committed to promoting open science. The open research data policy under Horizon 2020 requires beneficiaries to implement Data Management Plans that make research data findable, accessible, interoperable and re-usable (FAIR principles), with as few restrictions as possible, while at the same time protecting sensitive data from inappropriate access. Horizon 2020 applicable rules related to open data and IP are implemented as agreed by the European Parliament and the Council
. Horizon 2020 rules for participation also apply to IMI2, with some derogations
.

The existing rules do not foresee conditions being attached to EU-funded research projects on pricing of products that may come out of such projects. The Commission notes that measures regulating the prices of medicines are under the authority of Member States.
Invitation to present a biannual report on monitoring unfair practices in accordance with Articles 101 and 102 of the Treaty on the Functioning of the European Union (paragraph 80)

The Commission recalls that the Commission's Report on Competition Policy, which is published annually, is submitted to and debated in the European Parliament. The Report provides detailed information on the most important policy and legislative initiatives, and on decisions adopted by the Commission in application of EU competition law during the previous year. The Commission's antitrust efforts in the pharmaceutical sector are systematically reported and explained in the Report. An additional reporting would amount to a duplication of efforts.

Invitation to monitor patent settlement agreements (paragraph 80)
The Commission recalls that it has been monitoring patent settlements between originator and generic companies as a follow-up action to its competition inquiry into the pharmaceutical sector since 2009. On 13 December 2016, the Commission published its 7th Report on the Monitoring of Patent Settlements covering the year 2015. The Report reveals that the overall number of settlements remains higher (125 in 2015) than at the time of the sector enquiry (+/- 30) while the proportion of potentially problematic patent settlements remains low at around 10%. The Commission considers that concerns related to the patent settlement agreements appear to be under control. At the same time the Commission is permanently monitoring the health sector and is ready to intervene when and where a competition infringement is detected. The Commission is currently preparing the 8th Report on the Monitoring of Patent Settlements.  
Invitation to continue and intensify the monitoring and investigation of potential cases (paragraphs 81, 83 and 96)

The Commission recalls that the Commission and the national competition authorities engaged in increased enforcement activities following the 2008/2009 competition inquiry into the pharmaceutical sector. The Commission has issued three decisions in the "pay for delay" cases (Lundbeck, Fenatnyl and Servier decisions) while one investigation is still pending. By its judgment of 8 September 2016, the General Court basically confirmed the Commission's Lundbeck Decision
. In addition, following the Council conclusions on strengthening the balance in the pharmaceutical systems in the EU and its Member States (17 June 2016), the Commission, in cooperation with national competition authorities in the European Competition Network (ECN), is preparing a report on recent competition cases in the pharmaceutical sector.
Invitation to submit a legislative proposal for Health Technology Assessment (paragraph 85)

The European Parliament invites the Commission to "propose legislation on a European system for health technology assessment as soon as possible". The Commission points to the Commission Work Programme 2017, which announces a Commission initiative on Health Technology Assessment (HTA) in 2017. The Commission has recently concluded a public consultation on "Strengthening EU cooperation on HTA", and preparations for a proposal are underway.

Invitation to clarify what constitutes an abuse of a dominant position by charging high prices (paragraph 97)

The Commission points to the fact that specific notions and concepts of competition law are developed by the competition authorities and the courts on a case by case basis – taking into account the specific circumstances of the individual case. As to the violation of Article 102 of the Treaty on the Functioning of the European Union by excessive pricing, the seminal test was laid out in the United Brands case
 (where the Court held that a price is excessive and an abuse where it has "no reasonable relation to the economic value of the product supplied". The Court held that the assessment should establish "whether the difference between the costs actually incurred and the price actually charged is excessive" and "whether a price […] is either unfair in itself or when compared to competing products".

Moreover, in the context of "charging high prices", the Commission has addressed a number of issues in cases against exclusionary violations of Article 102 of the Treaty on the Functioning of the European Union in the pharmaceutical sector. In these cases the companies aimed to maintain or create market power by preventing generic competitors' access to the markets, thus preserving their ability to charge high prices (e.g. Commission decisions in AstraZeneca and Servier cases).
In May 2017 the Commission opened a formal investigation into concerns that Aspen Pharma has engaged in excessive pricing concerning five life-saving cancer medicines. The Commission will investigate whether Aspen has abused a dominant market position in breach of EU antitrust rules. The opening of proceedings does not prejudge the outcome of the investigation.
Invitations regarding affordability and sustainability (paragraph 90)

The European Parliament calls on Member States to guarantee timely entry into the market for generic and biosimilar medicines and more generally recalls the need to promote rational use of medicines across the EU (paragraph 90). This is in line with similar calls made by the Commission and most recently in the Economic Policy Committee/ Commission joint report on healthcare and fiscal sustainability. The report calls on Member States to exploit to the greatest extent possible policies to improve the access to affordable medicines by improving the rational prescribing and usage of medicines, incentivising the uptake of generics, improving access to cost-effective new medicines, using joint/ cross-border/ centralised procurement procedures; introducing HTA to inform on coverage and funding, and measuring cost-effectiveness and sustainability of pharmaceutical expenditure. The Commission has also requested the independent Expert Panel on Investments in Health to provide an opinion on a framework to monitor innovative payment models for high cost medicines. The EU Health Programme also supports the OECD to strengthen evidence-based policy making and to provide a platform for Member States and relevant stakeholders to discuss these issues.

The European Parliament notes that the EURIPID project needs more transparency from Member States to include the real prices paid by them (paragraphs 36). The EU Health Programme supports the EURIPID project (2015-2018) with a view to optimise the information exchange and provide technical guidance to the users.

Invitation to support/ employ measures for voluntary joint procurements and voluntary cooperation in price negotiations (paragraph 92 in conjunction with paragraph 53)

As explained in the previous section, the Commission recommends to Member States to use – to the extent possible – policies to improve access to affordable medicine. This can cover developing further joint/ cross-border/ centralised procurement procedures.

The Commission is aware that discussions are ongoing in groups of Member States on voluntary cooperation on medicine pricing, and would be ready to support developing further cooperation using EU level tools.
Report on access to medicines (paragraph 99)

The issue of access to medicines in the EU is complex as it touches upon questions of EU competence when referring to the authorisation and maintenance of medicinal products and questions of national competence for the capacity and the organisation of national health care systems, and for societal preferences.

The Commission and the EMA publish relevant information on the medicines evaluated by EMA and authorised by the Commission. Final decisions on the effective placing on the market are – in most countries – made by national competent authorities and the individual companies, possibly following a health technology assessment and a decision on pricing and reimbursement.

The Commission plans to publish a report on the last two years of work of the expert group on Safe and Timely Access to Medicines (STAMP). STAMP has looked at early market access instruments within the existing regulatory framework.

The Commission will also keep the Parliament informed about the outcome of the ongoing study on Supplementary Protection Certificates and pharmaceutical incentives. The study, due at the end of 2017, will look at the impact of such incentives on the accessibility of pharmaceuticals for patients.
Invitation regarding shortages (paragraphs 101 and subsequent)

The Commission is ready to support Member States and the EMA to tackle the important problem of shortages of medicines which can have serious consequences to the health of patients. The issue was discussed with Member States in various expert groups and further discussions are planned. In addition, work is undertaken by the national authorities, which meet regularly through the Heads of Medicines Agencies. The underlying aim is to share best practices allowing Member States to take appropriate measures. Discussions also include the need for IT infrastructure.

At this stage it does not appear justified to establish – at European level – a list of essential medicines which are short in supply. Such lists should rather be established at national level to address the situation in each country in real time.

With regard to eHealth and mHealth, the Commission is currently investigating further activities in health under the Digital Single Market Strategy. The mid-term review of the Strategy was published on 10 May 2017, with a public consultation taking stock of what has been done, but more importantly what still needs to be done to fulfil the Digital Single Market. eHealth is part of the Digital Single Market Strategy in the context of interoperability, where improved interoperability would improve sustainable growth of jobs and improve the EU's competitiveness. The Commission has various tools to achieve its goals on eHealth under the Strategy, e.g. the eHealth Network, which is a voluntary network of Member State competent authorities that makes eHealth-related strategic decisions.

Invitation to step up efforts to improve developing countries' capacities (paragraph 107)

The European Parliament urges the EU to step up efforts to improve developing countries’ capacities and help them design functioning health systems that aim at improving access to services, particularly for vulnerable communities.

The Commission pursues a rights-based approach to health. Therefore the Commission supports developing countries to design policies that maximise health benefits on an equitable basis. The strengthening of all areas of a health system, including the availability of qualified health workers, the adequate financing of the sector, as well as the provision of affordable medicines, is key to moving towards universal health coverage with quality health services accessible and affordable for all.

Where Universal Health Coverage is concerned, the EU, Luxemburg and WHO Universal Health Coverage (UHC) Partnership that started in 2011 supports a policy dialogue on national health policies, strategies and plans in 28 countries, with a focus on fragile countries, including an additional emphasis on health financing and aid effectiveness through the International Health Partnership (IHP+).

In particular EuropeAid funds the EU/ ACP/ WHO Renewed Partnership programme, a collaboration between the European Commission, the Secretariat of African, Caribbean and Pacific Countries (ACP) and the World Health Organization, active in 15 African countries to strengthen pharmaceutical systems with a particular focus on prescribing, dispensing and use of medicines.

Invitation to step up support for global programmes and initiatives (paragraph 109)

The European Parliament urges the EU to step up its support of global programmes and initiatives promoting access to medicines in developing countries, as these programmes have been instrumental in advancing health goals and greatly improved access to medicines and vaccines.

Complementary to the EU’s direct support to countries and international organisations such as the WHO, the EU also contributes to Global Health Initiatives, for example channelling support through the Global Fund to fight AIDS, Tuberculosis, and Malaria and the GAVI Alliance. The EU collectively provides about half of all resources to the Global Fund. The Commission has already contributed more than EUR 1.5 billion and pledged another EUR 475 million for the period 2017-2019 at the Pledging Conference in Montreal in September 2016. This represents an increase of EUR 100 million or 27% over the current period. The EU pledged an EU contribution of EUR 200 million to the GAVI Alliance for the 2016-2020 period – this is more than double the amount that the EU has contributed to GAVI to-date.

Furthermore, the EU through the Development Cooperation Instrument supports work by WHO to implement the Global Strategy and Plan of Action on Public Health, Innovation and Intellectual Property, adopted by the World Health Assembly in 2008. Thanks also to European Parliament initiatives and support in this field, some EUR 20 million have been provided to projects promoting research and development networking, building and improving innovative capacity, including applying and managing intellectual property, to contribute to innovation and promoting public health, examining the transfer of technology together with the possibility of local production, and improving delivery and access for communities and health interventions.
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