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Options for improving access to medicines

European Parliament resolution of 2 March 2017 on EU options for improving access to medicines
(2016/2057(INI))

(2018/C 263/02)

The European Parliament,

— having regard to its position of 6 February 2013 on the proposal for a directive of the European Parliament and of the
Council relating to the transparency of measures regulating the prices of medicinal products for human use and their
inclusion in the scope of public health insurance systems ('),

— having regard to Article 168 of the Treaty on the Functioning of the European Union (TFEU), which lays down that
a high level of human health protection should be ensured in the definition and implementation of all Union policies
and activities,

— having regard to the Commission REFIT evaluation of Council Regulation (EC) No 953/2003 to avoid trade diversion
into the European Union of certain key medicines (SWD(2016)0125),

— having regard to the obligations set out in Article 81 of Directive 2001/83/EC for the maintenance of an appropriate
and continued supply of medicinal products,

— having regard to the Commission’s Inception Impact Assessment (*) on the strengthening of EU cooperation on Health
Technology Assessment (HTA),

— having3regard to the HTA Network Strategy for EU Cooperation on Health Technology Assessment of 29 October
2014 (),

— having regard to the final report of the Commission’s Pharmaceutical Sector Inquiry (SEC(2009)0952),

— having regard to the Commission’s 2013 report entitled ‘Health inequalities in the EU — Final report of a consortium.
Consortium lead: Sir Michael Marmot’ (*), in which it is recognised that health systems play an important role in
reducing the risk of poverty or may help to reduce poverty,

— having regard to the Council’s conclusions of 1 December 2014 on innovation for the benefit of patients (°),

— having regard to the conclusions of the Employment, Social Policy, Health and Consumer Affairs Council’s informal
meeting on health of 18 April 2016,

— having regard to the Commission’s 6th Report on the Monitoring of Patent Settlements in the pharmaceutical sector,

— having regard to the Commission’s communication entitled ‘Safe, innovative and accessible medicines: a renewed vision
for the pharmaceutical sector’ (COM(2008)0666),

— having regard to paragraphs 249 and 250 of the judgment of the Court of Justice of 14 February 1978 in Case 27/76
on excessive prices,
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— having regard to the Council’s conclusions of 17 June 2016 on strengthening the balance in the pharmaceutical systems
in the EU and its Member States,

— having regard to Decision No 1082/2013/EU of the European Parliament and of the Council of 22 October 2013 on
serious cross-border threats to health and repealing Decision No 2119/98/EC ('),

— having regard to the Report of the United Nations Secretary-General’s High Level Panel on access to medicines —
Promoting innovation and access to health technologies, published in September 2016,

— having regard to the Council’s conclusions of 10 May 2006 on common values and principles in EU health systems, and
the conclusions of the Employment, Social Policy, Health and Consumer Affairs Council of 6 April 2011 and of
10 December 2013 on the reflection process on modern, responsive and sustainable health systems,

— having regard to the Commission’s communication entitled ‘Effective, accessible and resilient health systems’
(COM(2014)0215),

— having regard to the study entitled ‘Towards a Harmonised EU Assessment of the Added Therapeutic Value of
Medicines’, published by its Policy Department ‘Economic and Scientific Policy’ in 2015 (%),

— having regard to the World Health Organisation report entitled ‘WHO Expert Committee on the Selection of Essential
Drugs, 17-21 October 1977 — WHO Technical Report Series, No 615’, the report by the WHO Secretariat of
7 December 2001 entitled “WHO medicines strategy: Revised procedure for updating WHO’s Model List of Essential
Drugs’ (EB109/8); the WHO report of March 2015 entitled ‘Access to new medicines in Europe’ and the WHO Report of
28 June 2013 entitled ‘Priority Medicines for Europe and the World’,

— having regard to Regulation (EC) No 141/2000 on orphan medicinal products,

— having regard to Article 35 of the Charter of Fundamental Rights of the European Union and Article 6(a) TFEU on the
right to health protection for European citizens,

— having regard to Articles 101 and 102 TFEU laying down rules on competition,

— having regard to the Doha Declaration on the Agreement on Trade-Related Aspects of Intellectual Property Rights and
Public Health (WTO/MIN(01/DEC/2) and to the implementation of Paragraph 6 of the Doha Declaration of
1 September 2003 (WTO/L/540),

— having regard to Regulation (EC) No 816/2006 on compulsory licensing of patents relating to the manufacturer of
pharmaceutical products for export to countries with public health problems,

— having regard to the joint procurement agreement approved by the Commission on 10 April 2014 (%),
— having regard to the Nairobi Conference of 1985 on the rational use of drugs,

— having regard to the report on the amendment of Regulation (EC) No 726/2004 approved by the Committee on the
Envirozlment, Public Health and Food Safety (A8-0035/2016) and the amendments adopted by Parliament on 10 March
2016 (%),
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— having regard to its resolution of 16 September 2015 on the Commission Work Programme 2016 (*),
— having regard to its resolution of 11 September 2012 on voluntary and unpaid donation of tissues and cells (%),
— having regard to Rule 52 of its Rules of Procedure,

— having regard to the report of the Committee on the Environment, Public Health and Food Safety and the opinions of
the Committee on Development, the Committee on Legal Affairs and the Committee on Petitions (A8-0040/2017),

A. whereas the Charter of Fundamental Rights of the European Union recognises the fundamental right of citizens to
health and medical treatment (*);

B. whereas public health systems are crucial to guaranteeing universal access to health care, a fundamental right of
European citizens; whereas health systems in the EU face challenges such as an ageing population, the increasing
burden of chronic illnesses, the high cost of development of new technologies, high and rising pharmaceutical
expenses, and the effects of the economic crisis on healthcare spending; whereas expenditure in the pharmaceutical
sector in the EU accounted for 17,1 % of total health expenditure and 1,41 % of gross domestic product (GDP) in
2014; whereas these challenges prompt the need for European cooperation and new policy measures at both EU and
national level;

C. whereas pharmaceuticals are one of the pillars of healthcare rather than a mere object of trade, and whereas
insufficient access to essential medicinal products and high prices of innovative medicines pose a serious threat to the
sustainability of national health care systems;

D. whereas patients should have access to the healthcare and treatment options of their choice and preference, including
to complementary and alternative therapies and medicines;

E.  whereas ensuring patient access to essential medicines is one of the core objectives of the EU and the WHO, and of UN
Sustainable Development Goal 3; whereas universal access to medicines depends on their timely availability and their
affordability for everyone, without any geographical discrimination;

F.  whereas competition is an important factor in the overall balance of the pharmaceutical market and can lower costs,
reduce expenditure on medicines and improve timely access for patients to affordable medicines, with higher quality
standards being observed in the research and development process;

G. whereas the entry of generics onto the market is an important mechanism for increasing competition, reducing prices
and ensuring the sustainability of healthcare systems; whereas the market entry of generics should not be delayed and
competition should not be distorted;

H. whereas an healthy and competitive market for medicinal products benefits from vigilant competition law scrutiny;

. whereas, in many cases, the prices of new medicines have increased during the past few decades to the point of being
unaffordable to many European citizens and of threatening the sustainability of national health care systems;

) Texts adopted, P§_TA(2015)0323.
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J.  whereas in addition to high prices and unaffordability, other barriers to access to medicines include shortages of
essential and other medicines, the poor connection between clinical needs and research, lack of access to healthcare
and healthcare professionals, unjustified administrative procedures, delays between marketing authorisation and
subsequent pricing and reimbursement decisions, unavailability of products, patent rules and budget restrictions;

K. whereas diseases such as hepatitis C can successfully be combated with early diagnosis, combined with new and old
medicines, saving millions of people across the EU;

L. whereas the number of people diagnosed with cancer is rising every year, and the combination of increased cancer
incidence in the population and new technologically advanced cancer medicines has resulted in a situation where the
total cost of cancer is rising, which puts an unprecedented demand on healthcare budgets and makes treatment
unaffordable for many cancer patients, raising the risk that affordability or pricing of the medication will become
a deciding factor in a patient’s cancer treatment;

M. whereas Regulation (EC) No 1394/2007 on advanced therapy medicinal products was introduced to promote EU-wide
innovation in this area while ensuring safety, but only eight novel therapies have been approved to date;

N. whereas the EU has had to introduce incentives to promote research in areas such as rare diseases and paediatric
diseases; whereas the Orphan Medicinal Products Regulation has provided an important framework for promoting
research on orphan medicines, considerably improving the treatment of rare diseases for which no alternative existed
previously, but whereas there are, however, concerns about its implementation;

O. whereas the gap between growing resistance to antimicrobial agents and the development of new antimicrobial agents
is widening, and whereas drug-resistant diseases could cause 10 million deaths annually worldwide up to 2050;
whereas it is estimated that every year in the EU, at least 25 000 people die of infections caused by resistant bacteria, to
an annual cost of EUR 1,5 billion, while only one novel class of antibiotics has been developed in the past 40 years;

P.  whereas significant progress has been made in recent decades as regards treating previously incurable diseases, with
the result, to give one example, that no more patients die of HIV/AIDS in the EU today; whereas, however, there are
still many diseases against which there are no optimal treatments (including cancer, which kills almost 1,3 million
individuals in the EU every year);

Q. whereas access to affordable and suitable diagnostic tests and vaccines is as critical as access to safe, effective and
affordable medicines;

R.  whereas advanced therapy medicinal products (ATMPs) have the potential to reshape the treatment of a wide range of
conditions, particularly in disease areas where conventional approaches are inadequate, and whereas only few ATMPs
have been authorised so far;

S.  whereas certain essential medicines are not available in many Member States, which can lead to problems with regard
to patient care; whereas a number of medicine shortages can occur either because of illegitimate business strategies,
such as ‘pay for delay’ in the pharmaceutical sector, or political, manufacturing or distribution issues, or parallel trade;
whereas Article 81 of Directive 2001/83/EC stipulates measures to prevent pharmaceutical shortages by means of
a so-called public service obligation (PSO), which obligates manufacturers and distributors to safeguard supplies to
national markets; whereas, in many cases, the PSO is not applied to manufacturers supplying the distributors, as
indicated in a study commissioned by the Commission;
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T. whereas a stable and predictable intellectual property and regulatory framework, as well as the proper and timely
implementation thereof, are essential to creating an innovation-friendly environment, supporting patient access to
innovative and effective treatments;

U. whereas the aim of intellectual property is to benefit society and promote innovation, and whereas there is concern
about the abuse/misuse thereof;

V.  whereas since 1995 the WTO Agreement on Trade-Related Aspects of Intellectual Property Rights (TRIPS agreement)
provides for patent flexibilities, such as compulsory licensing;

W. whereas a European Medicines Agency (EMA) pilot project launched in 2014 known as ‘adaptive pathways’, which
applies primarily to treatments in areas of high unmet medical need, has generated intense debate of the risk/benefit
ratio of granting earlier market access to innovative medicines on the basis of less clinical data;

X. whereas intellectual property protection is essential in the field of access to medicines, and whereas there is a need to
identify mechanisms that can help combat the phenomenon of counterfeit medicines;

Y.  whereas several years ago, a high-level European dialogue bringing together the key decision-makers and stakeholders
in the health world (the ‘G10’ in 2001-2002, followed by the Pharmaceutical Forum in 2005-2008) decided to
develop a shared strategic vision and to take specific steps to help with the competitiveness of the pharmaceutical
sector;

Z. whereas only around 3 % of health budgets goes towards measures to prevent and promote public health;

AA. whereas pricing and reimbursement of medicinal products are Member State competences and are regulated at
national level; whereas the EU provides legislation on intellectual property, clinical trials, marketing authorisation,
transparency in pricing, pharmacovigilance and competition; whereas the growing expenditure in the pharmaceutical
sector, as well as the observed asymmetry in the negotiation capacities and information on pricing between
pharmaceutical companies and Member States, prompts further European cooperation and new policy measures at
both European and national level; whereas the prices of medicines are usually negotiated by means of bilateral and
confidential negotiations between the pharmaceutical industry and Member States;

AB. whereas a majority of Member States have their own health technology assessment agencies, each with its own criteria;

AC. whereas under Article 168 TFEU, Parliament and the Council can, in order to meet common safety concerns, adopt
measures setting high standards of quality and safety for medicinal products, and whereas, in accordance with
Article 114(3) TFEU, legislative proposals in the health sector shall take as a base a high level of protection;

Pharmaceutical market

1. Shares the concern expressed in the 2016 Council conclusions on strengthening the balance in the pharmaceutical
systems in the EU;

2. Welcomes the Council conclusions of 17 June 2016 inviting the Commission to conduct an evidence-based analysis
of the overall impact of intellectual property (IP) on innovation as well as on the availability — inter alia supply shortages
and deferred or missed market launches — and accessibility of medicinal products;

3. Reiterates that the right to health is a human right recognised in both the Universal Declaration of Human Rights and
the International Covenant on Economic, Social and Cultural Rights, and that this right concerns all Member States, given
that they have ratified international human rights treaties that recognise the right to health; points out that for this right to
be guaranteed, access to medicine, among other factors, must be ensured;
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4. Recognises the value of citizens’ initiatives such as the European Charter of Patients’ Rights, based on the Charter of
Fundamental Rights of the European Union, and the European Patients’ Rights Day celebrated each year on 18 April at local
and national level in the Member States; invites the Commission to institutionalise the European Patients’ Rights Day at EU
level;

5. Points to the conclusions of the informal Council meeting of healthcare ministers held in Milan on 22 and
23 September 2014 during the Italian Council Presidency, at which occasion many Member States agreed on the need to
make joint efforts to facilitate the sharing of best practices and enable swifter access for patients;

6.  Stresses the need for consistency between all EU policies (global public health, development, research and trade) and
underlines, therefore, that the issue of access to medicines in the developing world must be seen in a broader context;

7.  Highlights the importance of both public and private R&D efforts in discovering new treatments; stresses that
research priorities must address patients’ health needs, while recognising the interest of pharmaceutical companies to
generate financial returns on their investment; stresses that the regulatory framework must facilitate the best possible
outcome for patients and public interest;

8.  Stresses that the high level of public funds used for R&D is not reflected in the pricing owing to the lack of traceability
of the public funds in the patenting and licensing conditions, impeding a fair public return on public investment;

9.  Encourages more transparency in the cost of R&D, including the proportion of publicly funded research and the
marketing of medicines;

10.  Underlines the role of European research projects and SMEs in improving access to medicines at the EU level;
highlights the role of Horizon 2020 programme in this regard;

11.  Recalls that the EU pharmaceutical industry is one of the most competitive industries in the Union; stresses that
preserving a high level of quality of innovation is key to addressing patients’ needs and to improving competitiveness;
stresses that healthcare expenditure should be considered a public investment, and that quality medicines can improve
public health and enable patients to live longer and healthier lives;

12.  Stresses that in a European Union which is suffering deindustrialisation, the pharmaceutical sector remains an
important industrial pillar and a driving force for job creation;

13.  Believes that the opinions of European citizens voiced in petitions to the European Parliament are of fundamental
importance and should be addressed by the European legislator as a matter of priority;

14.  Stresses that patients’ organisations should be involved in a better way in the definition of private and public clinical
trials research strategies, to ensure that they meet the true unmet needs of the European patients;

15.  Notes that it is in the interests of patients, in cases of unmet medical needs, to obtain fast access to new innovative
medicines; stresses, however, that the fast-tracking of marketing authorisations should not become the rule, but should only
be used in cases of high unmet medical need and must not be motivated by commercial considerations; recalls that robust
clinical trials and thorough pharmacovigilance monitoring are necessary to assess the quality, efficacy and safety of new
medicines;

16.  Notes with concern that 5 % of all hospital admissions in the EU are due to adverse drug reactions (ADRs) and that
ADRSs are the fifth leading cause of hospital death;
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17.  Draws attention to the Declaration on the TRIPS Agreement and Public Health, adopted in Doha on 14 November
2001, which states that the TRIPS agreement should be implemented and interpreted in a way that is good for public
health — encouraging both access to existing medicines and the development of new ones; takes note, in this regard, of the
decision of 6 November 2015 of the WTO TRIPS Council to extend the drug patent exemption for the least developed
countries (LDCs) until January 2033;

18.  Highlights the critical need to develop local capacities in developing countries, in terms of pharmaceutical research,
in order to bridge the persisting gap in research and medicines production through product-development public-private
partnerships and the creation of open centres of research and production;

Competition

19.  Deplores the litigation cases aiming to delay generic entry; notes that, according to the final report of the
Commission’s Pharmaceutical Sector Inquiry, the number of litigation cases quadrupled between 2000 and 2007, that
almost 60 % of the cases concerned second generation patents and that they took, on average, two years to be resolved;

20.  Stresses that better regulation will promote competitiveness; also recognises the importance and effectiveness of
antitrust tools against anti-competitive behaviours such as the abuse or misuse of patent systems and of the system for
authorisation of medicines, in violation of Articles 101 and/or 102 of the TFEU;

21.  Points out that biosimilar medicines enable increased competition, reduced prices and savings for healthcare
systems, thus helping to improve access to medicines for patients; stresses that the added value and economic impact of
biosimilar medicines on the sustainability of healthcare systems should be analysed, their market entry should not be
delayed, and, where necessary, measures to support their introduction to the market should be examined;

22.  Highlights that value-based pricing of medicines can be misused as a profit- maximisation economic strategy,
leading to the setting of prices that are disproportionate to the cost structure, running counter to an optimal distribution of
social welfare;

23.  Recognises that off-label use of medicines can bring benefits to patients when approved alternatives are absent; notes
with concern that patients are subjected to growing risks owing to the lack of a solid evidence base proving the safety and
efficacy of off-label use, to the lack of informed consent and to increased difficulty in monitoring adverse effects; underlines
that certain population sub-groups, such as children and the elderly, are particularly exposed to this practice;

Pricing and transparency

24.  Points out that patients are the weakest link in access to medicines, and that difficulties with accessing medicines
should not have negative repercussions for them;

25.  Notes that most national and regional health technology assessment agencies are already using various clinical,
economic and social benefit criteria to evaluate new medicines in order to support their decisions on pricing and
reimbursement;

26.  Stresses the importance of assessing the real therapeutic, evidence-based added value of new medicines, as compared
to the best available alternative;

27.  Notes with concern that data supporting the assessment of the added value of innovative medicines is often scarce
and not sufficiently convincing to support solid decision-making on pricing;

28.  Stresses that health technology assessments (HTA) must be an important and effective instrument for improving
access to medicines, contributing to the sustainability of national healthcare systems, allowing for the creation of incentives
for innovation, and delivering high therapeutic added value to patients; notes, in addition, that the introduction of joint
HTAs at EU level would avoid the fragmentation of assessment systems, the duplication of efforts and the misallocation of
resources within the EU;
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29.  Points out that, with a view to developing safe and effective patient-oriented health policies and to making health
technology as effective as possible, evaluating that technology should be a multidisciplinary process that summarises the
medical, social, economic and ethical information on the use of the technology by employing high standards, and by doing
so in a systematic, independent, objective, reproducible and transparent manner;

30.  Considers that the price of a medicine should cover the cost of the development and production of that medicine,
and should be adequate for the specific economic situation of the country in which it is marketed, as well as being in line
with the therapeutic added value it brings to patients, while ensuring patient access, sustainable healthcare and reward for
innovation;

31.  Points out that even when a new medicine is of high added value, the price should not be so high as to prevent
sustainable access to it in the EU;

32, Believes that the real therapeutic added value of a medicine, the social impact, the cost benefit, the budget impact,
and the efficiency for the public health system, all need to be taken into account when determining the pricing and
reimbursement procedures for medicines;

33.  Notes with concern that, owing to the lower negotiating power of small and lower income countries, medicines are
comparatively less affordable in such Member States, especially in the field of oncology; regrets, in the context of
international reference pricing, the lack of transparency in list prices of medicines, as compared to actual prices, and the
information asymmetry this brings to negotiations between industry and national health systems;

34.  Points out that Directive 89/105/EEC (‘the Transparency Directive’) has not been revised in 20 years and that, in the
meantime, important changes have taken place in the medicine system in the EU;

35.  Underlines, in this context, the need for independent processes of data collection and analysis and for transparency;

36.  Notes that the EURIPID project needs more transparency from Members States to include the real prices paid by
them;

37.  Believes that a strategic breakthrough is needed in the area of disease prevention, as it can be considered a key factor
in reducing the use of medicines and in guaranteeing, at the same time, a high level of human health protection; calls on the
EU and the Member States to reinforce legislation aimed at supporting sustainable food production, and to take all
necessary initiatives to promote healthy and safe habits such as healthy nutrition;

EU competences and cooperation

38.  Recalls that under Article 168 TFEU, a high level of human health protection is to be ensured in the definition and
implementation of all Union policies and activities;

39.  Stresses the importance of enhancing transparency and of increasing voluntary collaboration among Member States
in the field of pricing and reimbursement of medicinal products, in order to ensure the sustainability of healthcare systems
and preserve the rights of European citizens to access quality healthcare;

40.  Recalls that transparency in all EU and national institutions and agencies is crucial to the well functioning of
democracy, and that experts involved in the authorisation process should have no conflicts of interest;

41.  Welcomes initiatives such as the Innovative Medicines Initiative (IMI), which bring together the private and public
sectors in order to stimulate research and accelerate patients’ access to innovative therapies addressing unmet medical
needs; regrets, however, the low level of public return on public investment in the absence of access conditionalities to EU
public funding; further notes that IMI 2, the second and current phase of IMI, is largely financed by EU taxpayers,
highlighting the necessity of enhanced EU leadership in prioritising public health needs for IMI 2 research and in the
inclusion of broad data sharing, shared health IP management policies, transparency and a fair public return on investment;
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42.  Highlights the EU procedure for joint procurement of medicines used for the acquisition of vaccines in accordance
with Decision No 1082/2013/EU; encourages Members States to make full use of this tool, for example in case of shortages
of infant vaccines;

43, Notes with concern that the EU lags behind the USA as regards a standardised and transparent reporting mechanism
on the causes of medicines shortages; invites the Commission and the Member States to propose, and to put in place, such
an instrument for evidence-based policy-making;

44, Recalls the importance of the digital health agenda and the need to prioritise the development and the
implementation of eHealth- and mHealth-related solutions to ensure safe, reliable, accessible, modern and sustainable new
health care models to patients, caregivers, healthcare professionals and payers;

45.  Recalls that LDCs are the most affected by poverty-related diseases, especially HIV/AIDS, malaria, tuberculosis,
diseases of the reproductive organs, and infectious and skin diseases;

46.  Highlights the fact that, in developing countries, women and children have less access to medicines than adult men
owing to the lack of availability, accessibility, affordability and acceptability of treatment as a result of discrimination based
on cultural, religious or social factors and of poor-quality health facilities;

47.  Considering that tuberculosis has become the world’s leading infectious killer and that the most dangerous form of
the disease is the multi-drug resistant one; underlines the importance of tackling the emerging antimicrobial resistance
(AMR) crisis, including through the funding of research and development for new tools for vaccines, diagnostics and
treatment for tuberculosis, while ensuring sustainable and affordable access for those new tools, to make sure that no one is
left behind;

Intellectual Property (IP) and Research and Development (RED)

48.  Recalls that IP rights allow a period of exclusivity that needs carefully and effectively to be regulated, monitored and
implemented by the competent authorities with a view to avoiding conflict with the fundamental human right to health
protection while promoting quality innovation and competitiveness; emphasises that the European Patent Office (EPO) and
the Member States should only grant patents on medicinal products that strictly fulfil the patentability requirements of
novelty, inventive step and industrial applicability, as enshrined in the European Patent Convention;

49.  Emphasises that, while some new medicines are examples of breakthrough innovations, other new medicines
demonstrate insufficient therapeutic added value to be deemed genuine innovations (‘me-too’ substances); recalls that
incremental innovation may also be beneficial for patients and that the repurposing and reformulation of known molecules
may deliver added therapeutic value, which should be carefully assessed; warns against the potential misuse of IP protection
rules allowing the ‘evergreening’ of patent rights and avoidance of competition;

50.  Acknowledges the positive impact of Regulation (EC) No 141/2000 on the development of orphan medicines, which
has enabled a number of innovative products for patients deprived of treatment to be placed on the market; notes the
concerns surrounding the possible incorrect application of orphan medicinal products designation criteria and the possible
effect of this on the growing number of orphan medicines authorisations; recognises that orphan medicines may also be
used off-label, or repurposed and authorised for additional indications allowing for increased sales; calls on the Commission
to ensure balanced incentives without discouraging innovation in this area; stresses that the provisions in the orphan
medicinal products regulation should only be applicable if all the relevant criteria are fulfilled;

51.  Notes the fact that the WTO TRIPS agreement provides flexibilities to patent rights, such as compulsory licensing,
which have effectively brought prices down; notes that these flexibilities can be used as an effective tool in exceptional
circumstances established by the law of each WTO member to address public health problems, in order to be able to
provide essential medicines at affordable prices under domestic public health programmes and to protect and promote
public health;
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Recommendations

52.  Calls for national and EU-wide measures to guarantee the right of patients to universal, affordable, effective, safe and
timely access to essential and innovative therapies, to guarantee the sustainability of EU public healthcare systems, and to
ensure future investment in pharmaceutical innovation; stresses that patient access to medicines is a shared responsibility of
all actors of the healthcare system;

53.  Calls on the Council and the Commission to reinforce the negotiation capacities of Member States in order to ensure
affordable access to medicines across the EU;

54.  Notes the report of the United Nations Secretary-General’s High-Level Panel on access to medicines;

55.  Notes that the repurposing of existing drugs for new indications can be accompanied by a price increase; asks the
Commission to collect and analyse data on price increases in cases of drug repurposing and to report back to Parliament
and to the Council on the balance and proportionality of the incentives that encourage industry to invest in drug
repurposing;

56.  Calls on the Member States to develop closer collaboration in order to fight such market fragmentation, in particular
by developing shared HTA processes and results, and to work on shared criteria to instruct price and reimbursement
decisions at national level;

57.  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;

58.  Calls on the Commission to propose a new directive on transparency of price-setting procedures and reimbursement
systems, taking into account the challenges of the market;

59.  Calls for a new Transparency Directive to replace Directive 89/105/EEC with the aim of ensuring effective controls
and full transparency on the procedures used to determine the prices and the reimbursement of medicinal products in the
Member States;

60.  Calls on the Member States to implement Directive 2011/24/EU on the application of patients’ rights in cross-border
healthcare in a fair way, avoiding limitations to the application of the rules on reimbursement of cross-border healthcare,
including the reimbursement of medicines, that could constitute a means of arbitrary discrimination or an unjustified
obstacle to free movement;

61.  Calls on the Commission to monitor and assess in an effective way the implementation of Directive 2011/24/EU in
the Member States, and to plan and carry out a formal evaluation of this directive that includes complaints, infringements
and all transposition measures;

62.  Calls on the Commission and the Member States to foster R&D driven by patients’ unmet needs, such as by
researching new antimicrobials, coordinating public resources for healthcare research in an effective and efficient manner,
and promoting the social responsibility of the pharmaceutical sector;

63.  Calls on the Member States to build on the example of existing initiatives in the EU aimed at promoting independent
research in areas of interest to national health services that are insufficiently addressed by commercial research (e.g. AMR)
and to patient populations normally excluded by clinical studies, such as children, pregnant women and the elderly;

64.  Highlights the threat of growing antimicrobial resistance and the urgency of the threats of AMR recently recognised
by the UN; calls on the Commission to increase its actions to combat AMR, to promote R&D in this area, and to present
a new and comprehensive EU Action Plan based on the ‘One Health’ approach;
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65.  Acknowledges that the incentives put forward by the Paediatric Medicines Regulation (EC) No 1901/2006 have not
proved effective in driving innovation in medicines for children, namely in the fields of oncology and neonatology; calls on
the Commission to examine existing obstacles and to propose measures to promote advancement in this area;

66.  Calls on the Commission to promote initiatives for guiding public and private-sector research towards bringing out
innovative medicines for curing childhood illnesses;

67. Calls on the Commission to begin immediate work on the report required under Article 50 of the Paediatric
Medicines Regulation, and to amend the legislation to address the lack of innovation in paediatric oncology treatments, by
revising the criteria for allowing a Paediatric Investigation Plan (PIP) waiver and by ensuring that PIPs are implemented early
in a drug’s development, so that children are not waiting longer than necessary for access to innovative new treatments;

68.  Calls on the Commission to promote public and private-sector research into medicines for female patients, to
remedy gender inequality in research and development and to allow all citizens to benefit from fairer access to medicines;

69.  Urges the Commission and the Member States to adopt strategic plans to ensure access to life-saving medicines; calls,
in this regard, for the coordination of a plan to eradicate hepatitis C in the EU using tools such as European joint
procurement;

70.  Calls for the framework conditions in the areas of research and medicine policy to be established in a way that
promotes innovation, particularly against diseases, such as cancer, that cannot yet be treated to a satisfactory degree;

71.  Calls on the Commission to take further action to foster the development of, and patient access to, ATMPs;

72.  Calls on the Commission to analyse the overall impact of IP on innovation on, and on patient access to, medicines,
by means of a thorough and objective study, as requested by the Council in conclusions of 17 June 2016, and, in particular,
to analyse in this study the impact of supplementary protection certificates (SPCs), data exclusivity and market exclusivity
on the quality of innovation and competition;

73.  Calls on the Commission to evaluate the implementation of the regulatory framework for orphan medicines
(especially as regards the concept of unmet medical need, how this concept is interpreted and what criteria need to be
fulfilled in order to identify unmet medical need), to provide guidance on priority unmet medical need, to evaluate existing
incentive schemes to facilitate the development of effective, safe and affordable medicines for rare diseases compared to the
best available alternative, to promote the European register of rare diseases and reference centres, and to ensure the
legislation is correctly implemented;

74.  Welcomes the pharmacovigilance legislation of 2010 and 2012; calls on the Commission, the EMA and the Member
States to continue the monitoring and public reporting of the implementation of the pharmacovigilance legislation, and to
guarantee post-authorisation assessments of the effectiveness and adverse effects of medicines;

75.  Calls on the Commission to collaborate with the EMA, and with stakeholders, with a view to introducing a Code of
Practice for mandatory reporting of adverse events and of outcomes for off-label use of medicines, and to ensuring patients’
registries in order to strengthen the evidence base and mitigate risks for patients;

76.  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 IMJ;

77.  Calls on the Commission to promote ethical behaviour and transparency in the pharmaceutical sector, especially
regarding clinical trials and the real cost of R&D, in the authorisation and assessment of innovation procedure;
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78.  Notes the use of adaptive pathways to promote faster access to medicines for patients; underlines the higher degree
of uncertainty regarding the safety and effectiveness of a new medicine when it enters the market; highlights the concern
expressed by healthcare professionals, civil society organisations and regulators regarding adaptive pathways; stresses the
crucial importance of the proper implementation of the post-marketing surveillance system; considers that adaptive
pathways should be restricted to specific cases of high unmet medical need, and calls on the Commission and the EMA to
put in place guidelines to ensure patient safety;

79.  Calls on the Commission to guarantee a thorough assessment of quality, safety and efficacy in any fast-track
approval process, and to ensure that such approvals are made possible by means of conditional authorisation, and only in
exceptional circumstances where a clear unmet medical need has been identified, and to ensure that a transparent and
accountable post-authorisation process to monitor safety, quality and efficacy is in place, as well as sanctions for non-
compliance;

80.  Calls on the Commission and the Member States to set up a framework to promote, guarantee and reinforce the
competitiveness and use of generic and biosimilar medicines, guaranteeing their faster entry onto the market and
monitoring unfair practices in accordance with Articles 101 and 102 TFEU, and to present a biannual report in this regard;
calls as well on the Commission to monitor patent settlement agreements between originator and generic industry that may
be misused to restrict the market entry of generics;

81.  Calls on the Commission to continue and, where possible, to intensify the monitoring and investigation of potential
cases of market abuse, including so-called ‘pay for delay’, excessive pricing and other forms of market restriction specifically
relevant to the pharmaceutical companies operating within the EU, in accordance with Articles 101 and 102 TFEU;

82.  (Calls on the Commission to introduce an SPC manufacturing waiver to Regulation (EC) No 469/2009 allowing the
production of generic and biosimilar medicines in Europe, with the purpose of exporting them to countries without SPCs
or where these have expired earlier, without undermining the exclusivity granted under the SPC regime in protected
markets; believes that such provisions could have a positive impact on access to high-quality medicines in developing
countries and LDCs, and on increasing manufacturing and R&D in the EU, creating new jobs and stimulating economic
growth;

83.  Calls on the Commission to observe and reinforce the EU competition legislation and its competencies on the
pharmaceutical market in order to counter abuse and promote fair prices for patients;

84.  Calls on the Commission to enhance dialogue on unmet medical needs between all relevant stakeholders, patients,
healthcare professionals, regulators, HTA bodies, payers and developers throughout the life spans of medicines;

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

86.  Calls on the Council to increase cooperation between the Member States as regards price-setting procedures, in order
that they may share information about, in particular, negotiation agreements and good practices, and avoid unnecessary
administrative requirements and delays; calls on the Commission and the Council to analyse the clinical, economic and
social criteria that some national HTA agencies already apply, while respecting the competences of the Member States;
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87.  Calls on the Commission and the Members States to agree on a common definition of ‘added therapeutic value of
medicines’, with the participation of expert representatives from the Member States; notes in this regard the definition of
‘added therapeutic value’ used for paediatric medicines;

88. Calls on the Commission and the Member States to identify andfor develop frameworks, structures and
methodologies to meaningfully incorporate patient evidence at all stages of the medicines R&D cycle, from early dialogue to
regulatory approval, HTA, relative effectiveness assessments, and pricing and reimbursement decision-making, with the
involvement of patients and their representative organisations;

89.  Calls on the Commission and the Member States to promote major public-funded investment in research based on
unmet medical needs, to ensure the public a health return on public investment, and to introduce conditional funding based
on non-exclusive licencing and affordable medicines;

90.  Calls on the Council to promote rational use of medicines across the EU, promoting campaigns and educational
programmes aimed at making citizens aware of the rational use of medicines, with the goal of avoiding overconsumption,
in particular of antibiotics, and promoting the use of prescriptions by active principles by healthcare professionals and the
generic medicines administration;

91.  Calls on the Member States to ensure accessibility of pharmacies, including their density in both urban and rural
areas, professional staff number, appropriate opening hours, qualitative advice and counselling service;

92.  Calls on the Commission and the Council to develop measures that ensure affordable patient access to medicines,
and benefit to society, whilst avoiding any unacceptable impact on healthcare budgets, to employ different measures, such
as horizon scanning, early dialogue, innovative pricing models, voluntary joint procurements and voluntary cooperation in
price negotiations, as is the case in the initiative between the Benelux countries and Austria, and to explore the numerous
tools based on delinkage mechanisms for neglected areas of research such as AMR and poverty-related diseases;

93.  Calls on the Commission to define with all relevant stakeholders how the most advantageous economic tender
(MEAT) criterion — as described in the Public Procurement Directive, and which does not imply only the lower cost
criteria — could best apply to medicines tenders in hospitals at national level, in order to enable a sustainable and
responsible supply of medicines; encourages the Member States to transpose into their national legislation, in the best way,
the most economic advantageous tender criterion for medicinal products;

94.  (Calls on the Commission and the Member States to launch a high-level strategic dialogue with all the relevant
stakeholders, together with representatives of the Commission, Parliament, the Member States, patient organisations, paying
agencies, healthcare professionals, and representatives from the academic and scientific world as well as from industry, on
current and future developments in the pharmaceutical system in the EU, with the aim of establishing short-, medium- and
long-term holistic strategies for ensuring access to medicines and for the sustainability of healthcare systems and
a competitive pharmaceutical industry, leading to affordable prices and faster access to medicines for patients;

95.  Calls on the Commission and the Council to define clear rules on incompatibility, conflicts of interest and
transparency in the EU institutions and for experts involved in issues related to medicines; calls on the experts involved in
the authorisation process to publish their CVs and to sign declarations of absence of conflict of interest;

96.  Calls on the Commission and national antitrust authorities to monitor unfair practices with a view to protecting
consumers from artificially high prices on medicines;

97.  Calls on the Commission and the Court of Justice of the European Union to clarify, in accordance with Article 102
TFEU, what constitutes an abuse of a dominant position by charging high prices;
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98.  Calls on the Commission and the Member States to make use of the flexibilities under the WTO TRIPS agreement
and to coordinate and clarify their use when necessary;

99.  Calls on the Commission to submit a report, at least every five years, to the Council and to Parliament on access to
medicines in the EU, and to report more regularly in cases of exceptional problems regarding access to medicines;

100.  Calls on the Commission to recommend measures to improve the rate of approval of novel therapies and the
supply of these to patients;

101.  Calls on the Commission and the Council to formulate a better definition of the concept — and analyse the
causes — of shortages of medicines, and, in this regard, to assess the impact of parallel trade and supply quotas, to establish
and update together with the Member States, the EMA and relevant stakeholders a list of essential medicines which are short
of supply, using the WHO list as a reference, to monitor compliance with Article 81 of Directive 2001/83/EC on shortages
of supply, to explore mechanisms to address the withdrawal of effective medicines from the market purely for commercial
reasons, and to take actions to remedy these shortages;

102.  Calls on the Commission and Council to establish a mechanism whereby medicine shortages across the EU can be
reported upon on an annual basis;

103.  Calls on the Commission and Council to review the statutory basis of the EMA, and to give consideration to
enhancing its remit to coordinate pan-European activity aiming at tackling medicines shortages in the Member States;

104.  Stresses that building strong surveillance and delivery systems at all levels, from community to district, provincial
and national, and supported by high-quality laboratory services and strong logistical systems, could make access to
medicines more feasible, while the transfer of health-related technologies (through licence agreements, and the provision of
information, know-how and performance skills to technical materials and equipment) to developing countries can enable
recipient countries to produce the product locally, and may result in increased access to the product and improved health;

105.  Calls on the Commission and the Member States to develop a single eHealth and mHealth road map, including, in
particular, the development and valorisation of pilot projects at national level, the modernisation of the reimbursement
models stimulating a shift towards health outcomes-driven healthcare systems and the definition of incentives to stimulate
the healthcare community to engage in this digital revolution, and to enhance education of healthcare professionals,
patients and all relevant stakeholders in order to enable their empowerment;

106.  Encourages the Member States to evaluate healthcare pathways and policies with a view to improving patient
outcomes and the financial sustainability of the system, in particular by fostering digital solutions to improve healthcare
delivery to patients and to identify waste of resources;

107.  Urges the EU to step up efforts to improve developing countries’ capacities and help them design working health
systems that aim at improving access to services, particularly for vulnerable communities;

108.  Stresses that the ongoing REFIT review of the EU Tiered Pricing Regulation (EC) No 953/2003 should aim at
further promoting lower prices in developing countries, and calls on the EU to open a broader and transparent discussion
on pricing regulation and strategies that ensure access to quality and affordable medicines; recalls that tiered pricing does
not necessarily lead to affordability, and that it is contrary to experience showing that robust generic competition and
technology transfers result in lower prices;
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109.  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;

0o o

110.  Instructs its President to forward this resolution to the Council, the Commission, and the governments and
parliaments of the Member States.



