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This response has been prepared by Health Action International (HAI) Europe. HAI 

Europe is a non-profit, European network of consumers, public interest NGOs, health care 

providers, academics, media and individuals with over 25 years experience in representing 

the voice of civil society, and poor and marginalised people in medicines policy debates. 

Our authority rests on our integrity and independence from commercial and political party 

interests, our research excellence and evidence-based advocacy. 

 HAI advocates for access to essential treatments that satisfy the priority health care 

needs of a population.  

 HAI Europe promotes better access to medicines by advocating for EU trade policies 

that are coherent with the EU‟s commitments on health and development; by 

campaigning for changes to the EU‟s internal market laws that hamper access to 

medicines in Europe; by advancing EU actions on the exploration of new models of 

medical innovation. 

 HAI Europe is committed to ensuring the rational use of medicines through greater 

controls on medicines promotion, independent medicines information, greater patient 

involvement in the reporting of adverse drug reactions so that harmful or ineffective 

medicines are identified more quickly, thereby reducing the threat to public health. 

 HAI Europe advocates for the highest levels of transparency, independence and 

accountability in all aspects of pharmaceutical policy and regulation, as well as the wider 

participation of patients and consumers in decisions that will affect their health and 

wellbeing. 

 

HAI Europe welcomes the opportunity to respond to the EMA's reflection paper on ethical and 

GCP aspects of clinical trials of medicinal products for human use conducted outside of the 

EU/EEA and submitted in marketing authorisation applications to the EMA. 
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Introduction (Chapter 2) 

The EMA aims to strengthen the process of clinical trials conducted in third world countries to 

assure the trials have been conducted in accordance with the principals of Good Clinical 

Practice (GCP) and are equivalent to those applied in the EU. HAI Europe is concerned about 

the significant challenges in ensuring that GCP are respected in trials falling outside the EU‟s 

jurisdiction. The EC Clinical Trials legislation was adopted in 2004, affirmed the EU‟s 

commitment to ethical conduct in studies conducted at home and abroad. The legislation 

specifically requires applicants to submit a statement of compliance to GCP. However, this 

mechanism has been criticised as insufficient and often difficult to evaluate. 
1
 

In respect to ethics, European Union legislation adopted in 2001 identifies that clinical trials 

conducted in third countries should: “be carried out in accordance with the ethical principles 

that are reflected… in the Declaration of Helsinki.”
2
 However, evidence shows that little 

attention has been paid to clinical trial ethics in assessments for EU marketing authorisations.
3
  

 

International cooperation in the regulation of clinical trials, their review and inspection and 

capacity building in this area (Chapter 3) 

 

The working group lists the standard requirements of a system for regulators of clinical trials in 

developing countries. Its first requirement is that all clinical trials in third countries be 

authorised by the NRA and/or by the concerned Ethic Committee(s) (ECs) in the host country. 

This requirement does not take into account the variability in standards for regulatory authorities 

and ethics committees. To accommodate this uncertainty one common standard should be 

adopted and applied to all clinical trials undertaken in third countries.  

 

Ethics committee and NRA oversight (Chapter 4.1) 

 

Research may only be undertaken if the research project has been approved by an Ethics 

Committee in accordance with Directive 2001/20/EC.
4
  The report cites the Declaration of 

Helsinki (Paragraph 15): “The ethics committee must have the right to monitor ongoing 

studies”. HAI Europe encourages the EMA to go beyond the Helsinki Declaration and commit 

to actively monitor ongoing studies. 

The working group report finds that it is the responsibility of the sponsor to ensure that an 

appropriate ethics committee reviews the clinical trial protocol. However, HAI Europe cautions 

that the sponsor can have a conflict of interest, between on the one hand to expedite a study 

through the rapid recruitment of participants and on the other hand responsibilities to undertake 

a thorough ethical review that may take additional time to complete.   

The report goes on to suggest that if the NRA or Ethics Committees framework has limited 

oversight of the clinical trial in the third country, then the sponsor „should‟ put in place 

alternative solutions in order to ensure adequate review of the clinical trial protocol. 

Furthermore, it is stated that an ethics committee should be able to withhold approval of a 

research proposal and upon its findings it „should‟ be possible to suspend or prohibit the trial. 

                                                 
1
 Ethics for Drug Testing in Low and Middle-Income Countries (2008). Published by the Center for Research in 

Multinational Corporations (SOMO) URL: http://somo.nl/publications-nl/Publication_2472-nl/at_download/fullfile  
2
 Point 8 of the Introduction to the Annex of the Clinical Trials Directive 2001/83/EC. 

3
 Ibid. SOMO 

4
 Art. 6(2) and Art 9 of the Directive 2001/20/ECC, Art 9 and 10 Additional Protocol on biomedical 

research(COE), Paragraph 15 of Declaration of Helsinki, WHO (CIOMS) guidelines 2. 

http://somo.nl/publications-nl/Publication_2472-nl/at_download/fullfile
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The word „should‟ creates vague mandates that lack clear and unambiguous obligations and 

should be replaced with a clear instruction. 

The report suggests that if an Ethics Committee does not exist, then it should be established as a 

pre-requisite for the clinical trial to take place. There should be clear guidelines for the 

establishment of an ad-hoc committee that avoids haste and conflicts of interest. Criteria should 

be adopted to ensure that an ethics review is not undertaken by a for-profit committee. 

The working group recommends that the composition of the Ethics Committee be of 

multidisciplinary and independent representatives who can provide a complete and adequate 

review of the research proposals. According to the report, when illiterate persons form the focus 

of a study they „should‟ also be considered for consultation in the Ethics Committee decision 

process. Moreover, the report continues that the Ethics Committee in the country where the trial 

is to be conducted „should‟ have, as either members or consultants, persons with understanding 

of the community‟s customs and traditions. Given the importance of the social and the cultural 

background of participants in medical studies, HAI Europe urges the EMA to make a stronger 

commitment to diversity in the ethics committee. Again, „should‟ implies that these standards 

are aspirations whereas this provision needs to be a requirement of the Ethics Committees.  

 

Fair compensation (Chapter 4.4)  

 

Regarding compensation for persons who have suffered adverse side effects as a result of 

clinical trials, HAI Europe queries how compensation arising out of unwanted harm will be 

measured? Will compensation be relative to that for someone living within the EU or that for 

someone living in the country where the trial took place? If the latter be the case, then HAI 

Europe would be concerned that participants may not receive adequate compensation for any 

harm that they have suffered.  

 

Vulnerable populations (Chapter 4.5)  

 

When addressing vulnerable population and their risk of exploitation in clinical trials in third 

countries, the importance of considering and mentioning women specifically. This is especially 

true in countries where women are not accorded full rights either in law or in practice. 

 

Placebo and active comparator (Chapter 4.6)  

 

The EMA states that the capacity of a trial to produce reliable results is a pre0requisite for the 

ethical justification of that trial. This chapter should consider and reference surrogate outcomes
5
, 

which may correlate with a real clinical endpoint, but does not necessarily, have a guaranteed 

relationship. Surrogate end-points should only be allowed where it has been clearly established 

that changes in surrogate outcomes predict changes in hard clinical outcomes (i.e. a reduction in 

morbidity and mortality).   

 

Access to treatment post trial (Chapter 4.7) 

 

                                                 
5
 Turner defines a surrogate outcome in a clinical trial as: “a laboratory measurement or a physical sign used as a 

substitute for a clinical meaningful endpoint that measures directly how a patient feels, functions or survives. 

Changes induces by a therapy on a surrogate endpoint are expected to reflect changes in a clinically meaningful 

endpoint.” Temple R, „A Regulatory Authority‟s opinion about surrogate endpoints- Clinical Measurement on rug 

Evaluation edited by Nimmo WS (New York, Wiley, 1995). 
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Greater reflection is needed to ensure that the commitments made to access to treatment after a 

clinical trial is completed uphold the highest ethical standards. Despite the title of this chapter, 

the text states that sponsors cannot be expected to provide treatment to substitute the 

shortcomings of national health care systems, nor. Moreover, sponsors should not evade their 

post trial commitments simply by stating before the trial begins that they will not be providing 

any post-trial treatment. 

The main motivation for companies to move clinical trials outside of the EU to developing 

countries is that they are less expensive to run in low and middle income countries. However, in 

these circumstances fewer healthcare options exist in developing countries for participants once 

the trial is finished than for participants in the EU. It is unacceptable for sponsors to neglect the 

ongoing medical needs of study participants. Sponsors that engage participants in the developing 

countries reduce the costs of clinical studies and specifically seek treatment naïve patients, must 

be responsible for ensuring participants‟ access to treatment after the trial is concluded.  

The working group states that: “The cessation of a beneficial possibly life-saving or prolonging 

treatment at or after marketing of the product due to economic reasons (e.g. low personal 

income) of the patients and/or no reimbursement is problematic.” Whilst HAI applauds the 

recognition of this problem, a clear solution needs to be proposed.  

 

Determine the practical steps to be undertaken during the provision of the guidance in the 

drug development phase (Chapter 5) 

 

HAI Europe emphasises the need to undertake clinical trials that are appropriate to the disease 

burden in the developing countries. For example, a trial investigating a new medicine for 

baldness should not be done in a developing country as baldness is not a priority health need in 

that population. These guidelines should require that trials be relevant to the health needs in the 

countries where they are being carried out.   
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This response has been prepared by Health Action International (HAI) Europe. HAI 

Europe is a non-profit, European network of consumers, public interest NGOs, health care 

providers, academics, media and individuals with over 25 years experience in representing 

the voice of civil society, and poor and marginalised people in medicines policy debates. 

Our authority rests on our integrity and independence from commercial and political party 

interests, our research excellence and evidence-based advocacy. 

 HAI advocates for access to essential treatments that satisfy the priority health care 

needs of a population.  

 HAI Europe promotes better access to medicines by advocating for EU trade policies 

that are coherent with the EU‟s commitments on health and development; by 

campaigning for changes to the EU‟s internal market laws that hamper access to 

medicines in Europe; by advancing EU actions on the exploration of new models of 

medical innovation. 

 HAI Europe is committed to ensuring the rational use of medicines through greater 

controls on medicines promotion, independent medicines information, greater patient 

involvement in the reporting of adverse drug reactions so that harmful or ineffective 

medicines are identified more quickly, thereby reducing the threat to public health. 

 HAI Europe advocates for the highest levels of transparency, independence and 

accountability in all aspects of pharmaceutical policy and regulation, as well as the wider 

participation of patients and consumers in decisions that will affect their health and 

wellbeing. 

 

Summary 

The structure of the consultation did not allow for comprehensive responses that addressed our 

overarching perspective on the approach taken in the Green Paper. The following response 

reflects the suggestions and concerns put forward from our network and, where possible, 

reference has been made to specific questions.  
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Weak reference to healthy ageing and omission of global health challenges 

 
Despite the importance of a healthy population as a fundamental condition for achieving the 

EU‟s 2020 Strategy, health has been given very little space in the Green Paper. Preventing a 

decline in public health standards is fundamental to achieving the goals set out in EU 2020. It is 

also disappointing that so soon after the Global Health Council Conclusions, EU leadership on 

meeting global health challenges, in particular through research and innovation, should have 

been so thoroughly overlooked in this report. 

 

Health as a societal challenge: medical innovation 

 
HAI welcomes the emphasis on societal challenges, but regrets the lack of references to health 

in the Green paper especially as much attention is given to health and healthy ageing in the 

Innovation Union Communication and its European Innovation Partnerships pilot. Challenges 

such as demographic ageing, and consequent increases in chronic disease burdens, cannot be 

met by continuing to focus only on innovation that benefits economic growth. The next 

Common Strategic Framework (CSF) must also dedicate resources to innovation that helps to 

overcome societal challenges, of which health is an important element. 

 

Medical innovation is a prime example of how a business model has become divorced from the 

societal needs that it was intended to address. The race for profit and market share has become 

less and less aligned with the public interests of citizens and public health budgets.  

 

The current model of biomedical innovation carries problematic incentives and does not 

promote needs-driven or accessible innovation. The Council Conclusions on Global Health in 

May called for the exploration of mechanisms for needs-driven research and development 

(R&D) that dissociate the high cost of R&D from the price of medical products. This principle 

also needs to be supported and explored by the EU in the next CSF. 

 

Civil society participation in research 
 

There is a lack of attention paid to the knowledge base of civil society in research and, in 

particular, research in the field of health. Civil society organisations are in an ideal position to 

provide first-hand knowledge of the most pressing research needs. Furthermore, civil society 

contributions take more of a public interest perspective than that of commercial bodies as they 

are driven by public needs rather than by profitability. Strengthening the partnership between 

civil society and academic institutions can enhance the efficiency of health research; ensures 

research resources are directed efficiently; and supports dissemination of research knowledge to 

inform follow-on innovation. 

 

RECOMMENDATIONS 

 

Link research and innovation funding more closely with policy objectives  

(Questions 4.1: 2& 7) 

 

At present, we suffer from a lack of needs-driven medical innovation and  a crisis in global 

access to essential medicines. The Green Paper notes that we are living through a period “of 

severely constrained budgets” and that “the most needs to be made out of every euro”. This has 
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never been more true than for the European model of publicly-funded healthcare systems, and 

this is explicitly acknowledged in the Communication on the Innovation Union.
1
 In the EU, and 

around the world, governments are unable to meet the growing cost of healthcare, of which 

medicines represent a significant portion. Price cuts of patented medicines by various EU 

Member States in recent years are a testament to the lack of sustainability of the current 

innovation model, not only for developing countries, but also here in Europe. 

 

To respond to health needs at home, and in facing global health challenges, the EU should 

explore new models of affordable and socially useful medical innovation. The medical 

research and innovation funding in the new CSF for EU Research and Innovation 

Funding should be designed in a way that supports the policy needs of governments facing 

untenable healthcare bills, and fulfils existing EU commitments to tackling global health 

challenges.  

 

Create EU policy coherence on intellectual property (IP) versus Innovation & Access 

(Question 4.4: 26) 

 

The Green Paper considers IP rights for research and innovation to be “decisive for efficient 

exploitation and technology transfer”. However, it also goes on to call for “access to and rapid 

dissemination of scientific results”, which seems entirely incoherent with its stance on data 

exclusivity and rising standards of exclusivity rights that have the opposite effect of stifling 

cooperative research, and restricting space for technology transfer and knowledge exchange in 

the interests of more efficient research and innovation. 

 

This incoherence should be addressed by the Commission, and IP policy must be brought 

in line with the goals of “greater international cooperation” and “access to and rapid 

dissemination of scientific results”. The recent review of IP enforcement policy may place 

an additional burden on cooperation, by fostering a protectionist and timid research 

environment that operates in the shadow of heavy IP enforcement. DG Research should 

take a strong position against IP enforcement policy that interferes with the goal of 

supporting European research and innovation. 

 

Increase open and fair competition to benefit positive societal impact 

 

Both in the Green Paper and in the Innovation Union Communication, there is an 

acknowledgement of the value and necessity of strong competition policy. HAI Europe whole-

heartedly endorses this conclusion, especially with regard to the pharmaceutical sector. We note 

the outcomes of the Commission‟s pharmaceutical sector inquiry by DG Competition; the 

efforts made to follow up the pharmaceutical sector inquiry; and we support attempts to prevent 

unjustified interventions by originator companies in marketing authorisation processes, pricing 

and reimbursement decisions, and problematic „pay-for-delay‟ settlements.  

 

The EU should act on the lessons learned from the Pharmaceutical Sector Inquiry, and 

incorporate both safe-guards and incentives to encourage open and fair competition for 

outputs from publicly-funded European research in the design of the next Common 

Strategic Framework. 

 

 

                                                 
1 The goal to “improve the sustainability and efficiency of our social and healthcare systems” features in the Innovation Union 

Communication (2010). SEC (2010) 1161. Annex II. 
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Measure societal impact for medicines according to public health benefits  

(Questions: 4.1: 7 & 4.2: 13&14) 

 

The Communication on the EU role in Global Health, published in March 2010, outlines an 

important condition of medical research that applies both in and outside Europe: that new 

medicines and treatments must be “affordable and accessible” in order to have a wide societal 

impact.
2
 The same EU Commission Communication notes the essentiality of ensuring “that 

research priorities are geared to making the biggest impact on public health” and that “access 

and innovation need to be addressed simultaneously, as highlighted in the Global Strategy and 

Plan of Action on Public Health, Innovation and Intellectual Property”. 

We wholeheartedly endorse these conclusions that place public health where it belongs: at 

the centre of medical research. DG Research should ensure that incentives for medical 

research in the new CSF reflect these core principles, and that research outputs, 

successful outcomes, and societal impact are measured in terms of public health benefits. 

 

Fulfil EU Commitments to exploring alternative innovation models (4.2) 

 

These commitments include: the management of intellectual property rights to meet European 

and global public health needs; mechanisms to increase the sharing and access to scientific 

knowledge and data and the collaboration among researchers; the exploration of R&D funding 

with incentives that de-link the cost of R&D from the price of products.  

In its Global Health Council Conclusions 2010, the EU acknowledged the need for, and 

committed itself to, further exploration of innovation models that dissociate the cost of 

R&D from the price of medical products.
3
 The EU Innovation Union Communication also calls 

for innovative approaches which have societal benefit. This followed from the 2008 World 

Health Assembly where Member States, including EU Member States, passed resolution  

WHA61.21 on a „Global Strategy and Plan of Action on Public Health, Innovation and 

Intellectual Property‟ (GSPA). The strategy encouraged Member States to develop new models 

of biomedical innovation in order to ensure both increased access to medicines and innovation.
4
 

 

This consultation process on the Green Paper offers the EU an opportunity to follow upon 

the implementation of the recommendations in the GSPA and show concrete, leadership 

such as specific references to open source methods  in innovation and the publishing of 

research data, and an increased use of technology transfer to promote access. What is 

needed now is practical action in EU policy and budget decisions to support the 

commitments made in internal and multilateral fora. One example could be the 

integration of issues arising from the WHO Consultative Expert Working Group on 

Research and Development, such as the importance of incorporating access provisions 

into the early stages of the research process. 

 

 

                                                 
2 “It is not enough for new interventions or medical products to be effective and safe; they also have to be acceptable, affordable, 

and accessible so they can be put to benefit the entire population.” In the 

Communication on the EU role in Global Health. SEC (2010)380. SEC (2010)381. SEC (2010)382. Section 3 - A Stronger EU 

Vision, Voice and Action.  

The EU Council Conclusions on the EU role in Global Health. May 2010. Conclusion 18.d also support access and commit the 

EU to “ensuring that EU public investments in health research secure access to the knowledge and tools generated as a global 

public good and help generate socially essential medical products at affordable prices, to be used through rational use.”  
3 EU Council Conclusions on the EU role in Global Health. May 2010. Conclusion 18. c 
4 The WHO Consultative Expert Working Group on Research and Development (CEWG) is one element of GSPA 

implementation, and the Commission and in particular DG Research should align EU research and innovation efforts with the 

aims and strategies of the CEWG. 
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SPECIFIC INITIATIVES FOR THE EU COMMON STRATEGIC FRAMEWORK 

 

1. Equitable licensing: Ensure access to publicly funded research: Work towards making non-

exclusive licensing a standard in the next CSF 

2. New models of innovation: Explore new models of innovation through pilots and 

feasibility studies, with particular consideration for innovation inducement prizes that 

reward health impact 

 

1. Equitable Licensing (Question 4.2: 20)  

 

The Value of Public Research: Health and Medicines  

 

Every year governments invest billions of euros in scientific research. Publicly funded research 

is a key element in the R&D of medicines, vaccines and diagnostics.” On average, more than 

40% of spending for health R&D is coming from tax payers,
5
 in the area of neglected tropical 

diseases it is around 61 %,
6
 and in the research for a HIV vaccine the public contribution it is 86 

%.
7
 Indeed, of 86 Nobel winners in medicine in the previous 30 years, 80 come from academia, 

while only 6 come from industrial activities (ref UAEM in footnotes). 

 

 

Public funds for Public Good 

 

License agreements between public institutions and private companies offer the possibility of re-

emphasizing the social responsibility of science. 

 

Equitable Licensing‟ is a concept to create the highest possible social benefit for publicly funded 

research. If the results are licensed to a private company, the contract includes a set of 

conditions with the aim of achieving a low product price, a high accessibility and – if possible – 

an access concept. Non-exclusive licensing could be the standard model. Equitable Licensing is 

already in use in the United States by several universities and by the National Institutes of 

Health. The model is accepted by pharmaceutical companies at least in the area of infectious 

diseases. 

 

Even though at this point the EC might be happy to see any innovation and patenting coming 

out of its funding at all, (partly) publicly funded biomedical innovation should not grant 

exclusive rights to the company or institute involved. Where biomedical end products are 

involved DG Research should make equitable licensing the CSF the standard. There are many 

different forms of non-exclusive licensing that would be useful and fair to have in the 

Framework program.  

 

Several elements from the Equitable licensing principles are directly applicable to the EU 

research context and the goals set out in the Green Paper, the Global Health Council 

Conclusions, and the Innovation Union. We propose that similar conditions are included in the 

General Conditions of Grant Agreement under the next CSF to ensure that public funds really 

                                                 
5 Monitoring Financial Flows for Health Research. Global Forum for Health Research 2008. 

http://www.globalforumhealth.org/layout/set/print/Media-Publications/Publications/Monitoring-Financial-Flows-for-Health-

Research-2009-Behind-the-Global-Numbers 
6 Mary Moran et al. G-Finder: Neglected Disease Research & Development: New Times, New Trends. Sydney 2009 
7 Advancing the Science in a Time of Fiscal Constraint: Funding For HIV Prevention Technologies in 2009. 

www.hivresourcetracking.org 

http://www.hivresourcetracking.org/
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do yield public good. These principles are especially relevant in the context of R&D for medical 

products and technologies.
8
 Below we give an overview of relevant examples; 

 

Equitable licensing principles on assignment of rights: 

 

 Preferably no transfer of ownership of the patent right to industrial partners. 

 Preferably no agreements on exclusive licenses. 

 The public research institution reserves the right to terminate the license if the patent is 

not used in the public interest as defined. 

Equitable licensing principles covering the influence on utilisation: 

 

 In case of public third party financing by politically accountable government bodies, the 

state reserves the right of use. 

 A concept about use, future exploitation and access will be agreed. 

 The current status of use will be discussed at regular meetings. Nonappearance at 

scheduled meetings will be considered a reason for termination. 

Ensuring availability in developing countries: 

 

 The end products must be made available at a reasonable price. The concept includes 

access for developing countries as a target, and defines the steps how to reach this goal 

(access commitments). 

 The products must be cheaper in developing countries than in developed countries 

(differential pricing); they should be offered to poor countries at production costs with 

minimum profit. 

 Obligation to enable competition in poorer countries, e.g. by open licenses for the 

production in these or for these countries. This corresponds to the global market 

structure: exclusive license for developed countries, non-exclusive license for developing 

countries. 

HAI suggests for the Commission to integrate the principles of equitable licensing into the new 

research framework as much as possible.  

 

2. New models of innovation (Question: 4.2: 19) 

 

The current model of innovation relies heavily on intellectual property protection which entails 

monopolies and high prices. High prices are deemed necessary to pay for innovation. However, 

there are alternative models of research and development that will break the link between the 

cost of R&D and the price of the end product, thereby supporting affordability and access. These 

models would benefit patients and healthcare systems both in Europe and outside of Europe. 

The Commission has the mandate and, through mentioned EU commitments, the obligation to 

explore these models. Furthermore, the EU is well positioned to explore these models, and take 

the global lead in innovation. 

 

                                                 
8 The Med4all paper, Medical Research: Science in the Public Interest (2009) also recognises the value of equitable licensing for 

other technologies, “equitable licensing models do not have to be restricted to medical products. They can also be helpful in 

herbal research for food supply, in providing low-priced communication technology for poor countries, or for technologies for 

independent energy supply.” http://www.med4all.org/fileadmin/med/pdf/med4all_englisch_final.pdf  

http://www.med4all.org/fileadmin/med/pdf/med4all_englisch_final.pdf
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Innovation inducement prizes represent such an incentive system. Monetary prizes can 

provide incentives to induce R&D into new medicines, while ensuring widespread access. 

Rewards would not be tied to the exclusive rights to sell products and monopoly prices, rather, 

innovators would be awarded money: large monetary “prizes” tied to the actual impact of the 

invention on improvements in healthcare outcomes that successful products actually deliver. 

This would bring about that rewards are based on improvements to health outcomes.
9
 Prizes can 

be designed to provide incentives to innovate and support increased sharing and access to 

knowledge. If used widely, this incentive scheme would eliminate high prices for medicines, 

creating a market based on affordable (generic) manufacture of medicines.
10

 There are several 

far developed proposals that target very specific R&D and access needs.  

 

The Commission has some experience with prizes yet not in the biomedical field. Innovation 

inducement prizes have been widely discussed in many forums and deserve exploration to 

address European and global health challenges. HAI would encourage the Commission to 

engage in pilots and feasibility studies regarding innovation inducement prizes. There are 

several developed disease-specific proposals that could be considered.
11

 

 

 

 

 

                                                 
9 Prizes would also reduce incentives for heavy promotion and marketing of medicines, leading to irrational use.  
10 http://www.cklawreview.com/wp-content/uploads/vol82no3/Love.pdf 
11 http://www.keionline.org/prizes 
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This response has been prepared by Health Action International (HAI) Europe. HAI 

Europe is a non-profit, European network of consumers, public interest NGOs, health care 

providers, academics, media and individuals with over 25 years experience in representing 

the voice of civil society, and poor and marginalised people in medicines policy debates. 

Our authority rests on our integrity and independence from commercial and political party 

interests, our research excellence and evidence-based advocacy. 

 HAI advocates for access to essential treatments that satisfy the priority health care 

needs of a population.  

 HAI Europe promotes better access to medicines by advocating for EU trade policies 

that are coherent with the EU‟s commitments on health and development; by 

campaigning for changes to the EU‟s internal market laws that hamper access to 

medicines in Europe; by advancing EU actions on the exploration of new models of 

medical innovation. 

 HAI Europe is committed to ensuring the rational use of medicines through greater 

controls on medicines promotion, independent medicines information, greater patient 

involvement in the reporting of adverse drug reactions so that harmful or ineffective 

medicines are identified more quickly, thereby reducing the threat to public health. 

 HAI Europe advocates for the highest levels of transparency, independence and 

accountability in all aspects of pharmaceutical policy and regulation, as well as the wider 

participation of patients and consumers in decisions that will affect their health and 

wellbeing. 

Summary  

HAI Europe welcomes this opportunity to respond to the public consultation on Directive 

89/105/EEC on the transparency of measures regulating the pricing and reimbursement of 

medicines (Transparency Directive). Price transparency is key to improving the affordability of 

medicines and the sustainability of healthcare systems. Yet, contrary to its title, the current 

Transparency Directive fails to mandate the open access to medicines prices across EU member 

states.   

Secrecy around the prices that health authorities and insurers pay for medicines, and the price 

determination process,  limit opportunities for price comparisons. Without knowing what others 
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are paying, procurers are not empowered to negotiate for the lowest price. Informed price 

negotiation can be an effective way to control medicines expenditure without constraining 

health services in the face of shrinking public health budgets. Price transparency and 

information exchange are key to attaining equitable access to affordable medicines in Europe. 

 

Medicines prices: A veil of secrecy 

Price information is not always available to procurers or those determining prices. Specifically, 

the catalogue or virtual prices that are listed and publicly accessible may not reflect the real 

transaction price due to a number of strategies. 

Price transparency can be reduced in several ways. Companies can list high prices while 

granting rebates or discounts to purchasers, on the condition that the actual price will not be 

publicised. This often happens between insurers and pharmaceutical companies in Germany. 

Companies can also offer bonuses, providing a larger number of units than stated in the contract, 

in exchange for maintaining the listed price.
1
   

These are also examples where a lack of transparency exists as to the real price paid due to other 

factors. Certain policies and regulations can affect the final price. The use of pay-back is a 

mechanism through which companies agree to return revenue over a predetermined level to 

public institutions in the form of annual lump-sums. This is a risk-sharing mechanism that 

requires companies to return a certain part of their “excess” revenue to the purchaser if sales 

exceed a previously determined target. This mechanism is used in Hungary, France, and Italy.
2
 

These strategies distort the cost of the medicine in question. In many cases, the price stated is 

higher than the actual transaction price. Without knowing when rebates, discounts, and pay-back 

mechanisms have been applied, it is impossible to make well-informed decisions about 

procurement prices.
3
 

 

The price transparency EU citizens need 

Price transparency empowers pricing officers when negotiating for lower prices (and hence 

lowers health system spending on pharmaceuticals), equips healthcare professionals with the 

knowledge to make informed prescribing and dispensing decisions, and most importantly lowers 

the price that patients and consumers pay.  

European patients and consumers need to know the price of a medicine and what they have to 

pay. The public need to be able to access a portal where they can compare the price of all 

available medicines. With this information, they can make informed cost-effective decisions 

about their treatment. 

Health care providers need to know the costs of medicines, and in particular, what patients will 

have to pay to obtain the medicines they need. This information can guide healthcare 

professionals to make cost-effective prescribing and dispensing decisions. 

Procurers, pricing officers and others need to know the true prices of medicines, rather than 

catalogue or list prices. Procurers at national and institutional levels need a database of 

centralized information on the prices of medicines throughout the European Union. Only with 

this information will those tasked with buying or determining prices be equipped to negotiate 

effectively with manufacturers for the most competitive price. 

 

                                                 
1 Espin J, Rovira J and Olry de Labry A. (2011) External Reference Pricing (working paper in review series on pharmaceutical 

pricing policies and interventions) Forthcoming publication by WHO/HAI Project on Medicines Prices and Availability. 
2 Idem. 
3 Idem. 
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The role of the Transparency Directive 

The Transparency Directive should mandate the creation of an online database to compare 

prices across Member States (procurement prices, reimbursement prices, patient prices etc). This 

tool should be publicly accessible and updated annually by the European Commission, based on 

information that is collected from Member States.  

The World Health Organisation (WHO) has already established a centralised price information 

exchange in the Western Pacific region.
4
 The website provides comparative information on 

procurement prices for selected medicines across the Western Pacific Region, empowering 

countries to be better equipped when negotiating with suppliers and making medicines more 

affordable. It is hoped that this initiative will be widened to include procurement prices for all 

medicines purchased by governments in the region, as well as patient prices and reimbursement 

prices. 

Arrangements between governments and the pharmaceutical industry, such as price discounts, 

unpublicized rebates or price-volume agreements should be made public.  

Buyers need to negotiate medicines prices based on comparative data. The Transparency 

Directive should mandate the transparency of procurement prices as an essential tool to ensuring 

affordable medicines and sustainable healthcare systems in Europe. 

 

No undue delays in pricing and reimbursement decisions 

Immediate generic entry to the market after a patent has expired leads to lower prices. The onset 

of generic competition has been reported to yield on average a 20% price reduction one year 

after the first generic entered the market. Medicines prices continue to drop on average 25% of 

their original price after two years of competition.
5
  Considering the potential for savings, 

generic medicines should not face any undue delays in reaching the market once they have met  

quality, safety and efficacy criteria. 

 

Maintain the freedom of public authorities to provide demand-side measures 

The Directive relating to medicinal products for human use currently prohibits company 

incentives to doctors that may promote the prescription of a specific product. The European 

Court of Justice has upheld the ruling that health authorities are free to offer financial incentives 

to induce doctors to prescribe the lowest priced medicine in a therapeutic class, provided that the 

measures abide by the provisions in the Transparency Directive. HAI Europe supports this 

interpretation and application of the Transparency Directive. HAI Europe maintains that the 

freedom of public authorities to offer incentives that deliver lower prices is essential to meeting 

public health needs with finite health resources.   

 

 

 

 

 

  

                                                 
4
 Price Information Exchange (PIE) website of the Western Pacific Region of the World Health Organisation. 

URL:www.piemeds.com  
5 European Commission (EC) Directorate General for Competition (DG Competition), „Pharmaceutical Sector Enquiry - Final 

Report‟ 2009, p. 28. 

http://www.piemeds.com/
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This response has been prepared by Health Action International (HAI) Europe. HAI 

Europe is a non-profit, European network of consumers, public interest NGOs, health care 

providers, academics, media and individuals with over 25 years experience in representing 

the voice of civil society, and poor and marginalised people in medicines policy debates. 

Our authority rests on our integrity and independence from commercial and political party 

interests, our research excellence and evidence-based advocacy. 

 HAI advocates for access to essential treatments that satisfy the priority health care needs 

of a population.  

 HAI Europe promotes better access to medicines by advocating for EU trade policies that 

are coherent with the EU’s commitments on health and development; by campaigning for 

changes to the EU’s internal market laws that hamper access to medicines in Europe; by 

advancing EU actions on the exploration of new models of medical innovation. 

 HAI Europe is committed to ensuring the rational use of medicines through greater 

controls on medicines promotion, independent medicines information, greater patient 

involvement in the reporting of adverse drug reactions so that harmful or ineffective 

medicines are identified more quickly, thereby reducing the threat to public health. 

 HAI Europe advocates for the highest levels of transparency, independence and 

accountability in all aspects of pharmaceutical policy and regulation, as well as the wider 

participation of patients and consumers in decisions that will affect their health and 

wellbeing. 

 

Summary 

Regardless of their origin, health threats are frequently tackled using medicinal products. 

Medicines not only play a central role in treating illness, but they can also be crucial to 

preventing the onset and spread of disease. Therefore, any strategy to promote health security in 

the EU needs to consider, among other things, how medicines can be used rationally to achieve 

the best health outcomes and widest social benefits. 

As a civil society organisation committed to citizen-centred pharmaceutical policies, Health 

Action International (HAI) Europe supports the highest levels of transparency and accountability 

in decisions that affect citizen health. We maintain that any strategy to promote health security in 

the EU should be founded on:  
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 an objective assessment process of potential health threats; 

 the implementation of a policy to handle and resolve conflicts of interest of those giving 

advice; 

 the appropriate evaluation of medicines intended for use in health emergencies; 

 an inclusive and effective communication strategy; 

 ensuring that health security is compatible with civil liberties; 

 developing measures to ensure the health security of vulnerable population; 

 the transparency of decisions about health threats. 

 

Objective assessment process 

The identification and assessment of health threats in the EU needs to be established through an 

objective process that is independent of international health authorities. In the case of the H1N1 

influenza, the World Health Organization’s (WHO’s) official declaration of a pandemic, issued 

shortly after an amendment to the definition of pandemic, triggered a hasty response from EU 

governments. This resulted in the unfortunate diversion of already limited public health resources 

on medicines and vaccines.  

To ensure an appropriate response to health threats in Europe, HAI Europe calls for the EU to 

reinforce the powers of the European Center for Disease Prevention and Control (ECDC) as the 

public health authority in Europe. As an expert European agency, it is best able to assess the 

health threats and to advise on a calculated response suited to the EU context.  

 

Establishing policies to handle and resolve conflicts of interest 

Independence in scientific and expert advice is crucial to balanced decision making. Conflicts of 

interest can bias regulatory affairs, and compromised decisions could result in the market 

approval of medicines of questionable efficacy or unproven safety, which would ultimately put 

citizens at risk.  

Following the public declaration of an A/H1N1 Influenza pandemic in 2009, and the subsequent 

handling of the outbreak, important concerns have been raised about the management and 

decision making surrounding this ‘pandemic’. Questions have arisen about the role played by the 

pharmaceutical industry, particularly regarding whether commercial interests had any influence 

on decisions made by EU Member States.
1
  

The European Parliamentary Committee on the Environment, Public Health and Food Safety 

(ENVI) presented key recommendations to improve cooperation, independence and transparency 

in their Report on the evaluation of the management of H1N1 influenza in 2009-2010 in the EU. 

In particular, the ENVI Committee has stated that:  

“The conflicts of interest among experts who advise European public health authorities 

lead to suspicions of undue influence and harm the overall credibility of these public 

health authorities and their recommendations”
2
 

                                                 
1 Dr. Wolfgang Wodarg, medical expert specialising in epidemiology and former Chair of the Sub-committee on Health of the 

Parliamentary Assembly.  Statement presented to the Social, Health and Family Affairs Committee of the Parliamentary 

Assembly of the Council of Europe in Strasbourg on 26 January 2010. URL: 

http://www.assembly.coe.int/CommitteeDocs/2010/20100126_Statement%20Wodarg.pdf  
2 Committee on the Environment, Public Health and Food Safety of the European Parliament. Report on the evaluation of the 

management of H1N1 influence in 2009-2010 in the EU. (2010) Point 26. URL : 

http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//NONSGML+REPORT+A7-2011-0035+0+DOC+PDF+V0//EN  

http://www.assembly.coe.int/CommitteeDocs/2010/20100126_Statement%20Wodarg.pdf
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//NONSGML+REPORT+A7-2011-0035+0+DOC+PDF+V0//EN
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The conclusions from this reflection on the EU’s response to the H1N1 influenza should be 

applied to the wider context of health security.  

 

Health security at the EU level can be strengthened by ensuring the most robust policy for 

handling advisors’ conflicts of interest in relation to decisions about medicines or other therapies 

intended for use in health emergencies. To this end, HAI Europe supports the ENVI Committee’s 

call for EU public health authorities to develop: 

“A European code of conduct relating to the exercise of the function of a scientific expert 

in any European authority in charge of safety and of the management and anticipation of 

risks”
3
 

 

Specifically, HAI Europe supports a coordinated and comprehensive approach to handling 

conflicts of interest by:  

- Adopting a common definition of conflict of interest among agencies, committees and 

other informal bodies advising on health threats.
4
 

- Instituting the mandatory declaration of the details regarding the activities of experts and 

decision makers in relation to any of the following: employment, strategic advisory roles 

(gainful or not), consultancy, representation (gainful or not), financial interests, ownership 

of a patent or product, researcher, employment or involvement at an institution receiving a 

grant or other funding. 

- Requiring that experts and advisors to EU authorities declare their (potential) competing 

interests before taking up any duties. 

- Making participation in EU advisory groups and decision making regarding health threats 

conditional on the full disclosure of any potential competing interest.  

- Mandating the EU authorities to publish all declaration of interest forms.
5
 

- Creating a procedure to identify and resolve any competing interest. In some cases, 

impartiality could be achieved by limiting the advisor’s involvement in the decision 

making process.
6
  

 

A conflict of interest can jeopardize the credibility of the decision making body and the public 

trust afforded to its decisions. The rigorous application of a policy for handling conflicts of 

interest can safeguard EU decision-making from undue influence, ultimately supporting public 

security and patient safety.  

 

Appropriate evaluation of medicines intended for use in health emergencies 

Regulatory agencies evaluate the safety, quality and efficacy of a medicine. In health 

emergencies, regulators may feel additional pressure to expedite the market approval of a 

medicinal product. HAI Europe cautions against accelerated authorisation procedures for 

medicinal products designed to respond to health crises. As medicinal products are tested on a 

relatively small number of people before they are approved for use by the wider population, 

previously undetected adverse reactions can emerge. HAI Europe reinforces the overarching need 

to ensure the correct assessment of the benefit-harm profile of a medicinal product before 

                                                 
3 ENVI Report. Point 19 
4 ENVI Report. Point 27 
5
 ENVI Report. Point 29 

6 ENVI Report. Point 20 
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authorising it to enter the European market. Part of correctly assessing a medicinal product is 

ensuring that all of the clinical information about safety and efficacy is publicly available. 

Appropriate evaluation also includes the basis for making decisions about stockpiling medicines 

in anticipation of a health emergency. Stockpiling should only be undertaken for medicines that 

have a solid basis of clinical evidence showing that they significantly impact the disease that they 

are designed to treat. Where evidence is questionable or unavailable, as was the case with 

Oseltamivir
7
, limited public health budgets and Member State resources should not be used to 

build up supplies.  

 

Effective communication about health threats 

Effective communication about health threats should provide timely, accurate information in an 

accessible way. To this end, HAI Europe recommends involving civil society organisations in 

decisions about the appropriate format and dissemination channels for communicating risk and 

harm information. By including the target audience in these preparatory steps, EU authorities can 

enhance the readability and accessibility of their messages and ultimately, raise public awareness 

of the health threat in question through a variety of dissemination techniques so that they are 

accessible to the widest possible European audience. 

 

Ensuring that health security is compatible with civil liberties 

During a health emergency it is important that measures taken to ensure health security do not 

infringe on the rights of individuals, especially those in vulnerable populations. As one example, 

guarding the health of homeless people may lead authorities to take measures to put these people 

into shelters even against their will. Mechanisms need to be developed to guard against forcing 

people to undertake activities while at the same time helping them protect their health. 

 

Developing measures to ensure the health security of vulnerable populations 

Certain groups of people, for example the elderly, are especially at risk during a health 

emergency for a variety of reasons. Any plan for health security needs to ensure that the specific 

needs of these populations are taken into consideration.  

 

Transparency of the EU’s strategy for health security 

An EU strategy for health security needs to ensure transparency at every level of decision 

making. In particular, the rationale behind the declaration of a health emergency and the 

authorisation of large-scale medical interventions is crucial to the public understanding of how 

and why these decisions are made within Europe. Given the significant public resources involved, 

it is vital that European citizens have the opportunity to scrutinize the decisions made on their 

behalf. 

 

 

 

 

                                                 
7 Doshi P. Neuraminidase inhibitors: the story behind the Cochrane review. BMJ 2009;339:1348-51 
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This response has been prepared by Health Action International (HAI) Europe. HAI 

Europe is a non-profit, European network of consumers, public interest NGOs, health care 

providers, academics, media and individuals with over 25 years experience in representing 

the voice of civil society, and poor and marginalised people in medicines policy debates. 

Our authority rests on our integrity and independence from commercial and political party 

interests, our research excellence and evidence-based advocacy. 

 HAI advocates for access to essential treatments that satisfy the priority health care 

needs of a population.  

 HAI Europe promotes better access to medicines by advocating for EU trade policies 

that are coherent with the EU’s commitments on health and development; by 

campaigning for changes to the EU’s internal market laws that hamper access to 

medicines in Europe; by advancing EU actions on the exploration of new models of 

medical innovation. 

 HAI Europe is committed to ensuring the rational use of medicines through greater 

controls on medicines promotion, independent medicines information, greater patient 

involvement in the reporting of adverse drug reactions so that harmful or ineffective 

medicines are identified more quickly, thereby reducing the threat to public health. 

 HAI Europe advocates for the highest levels of transparency, independence and 

accountability in all aspects of pharmaceutical policy and regulation, as well as the wider 

participation of patients and consumers in decisions that will affect their health and 

wellbeing. 

 

Summary 

HAI Europe welcomes the opportunity to respond to the Commission’s Public Consultation on 

the European Research Area (ERA) Framework.  
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Civil Society as a research body 

 

As correctly highlighted by the Consultation background document, researchers in Europe 

currently face numerous barriers that impede the realization of their research potential, 

preventing the EU from becoming an effective single market for knowledge, research and 

innovation. Whilst HAI Europe supports the need to overcome these existing barriers, we also 

would like to highlight the shortcoming in the European Commission’s conception of research 

which is confined to traditional researchers who work for institutes, universities and industry. It 

is in our view that civil-society also plays an important role in EU funded research and 

innovation, not solely as a recipient of research results, but also as a driver. Only by breaking 

down the current educational, mobility, demographic and employment barriers to researcher, 

and, at the same time, including civil society organisations (CSOs) into the Commission’s 

definition of researchers will it be possible to complete an European Research Area (ERA). 

 

HAI Europe represents more than 100 individual and organisational members, many whom 

receive funding from the EU to conduct research. Individual members have been sponsored 

through the FP7 Science in Society programme to execute the project European Patient 

Organisations in Knowledge Society. Moreover, the HAI Europe Secretariat receives an 

operating grant from the EU in the framework of the Health programme, a portion of which has 

funded research into: experiences of consumer and patient involvement in pharmacovigilance 

activities (2009); the impact of European trade agreements on access to medicines in Peru & 

Colombia (2009); financial disclosure and transparency of European patient & consumer 

organisations (2010).The aforementioned EU-funded research activities, undertaken by the HAI 

Europe Secretariat and its network, underline the clear role that the not-for-profit sector plays in 

advancing research and innovation. 

  

It is therefore imperative that the ERA promotes forms of cooperation between civil society and 

research centres, and encourages the exchange of knowledge. Not only should the ERA enable 

CSOs to participate in research programmes, but it should also allow civil society to help set the 

EU research agenda. The EU’s traditional view of civil society as only recipients of research 

needs to be redefined to include the important role CSOs play in study design, data collection 

and interpretation, as well as drivers of change stemming from research outcomes.  CSOs’ 

unique view as lay experts and their proximity to end users yield valuable insight to identify 

research gaps and address needs that may otherwise be overlooked by conventional research. In 

general, research that involves or is driven by CSOs improves the quality and the relevance of 

the research outputs.   

 

Nonetheless, there are currently a number of barriers to CSOs involvement in research 

production. These challenges are, among others: 

 

• Lack of sufficient financial support and available time; 

• lack of information on the opportunities and ways to get involved. 
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Dissemination, transfer and use of research results  

 

Horizon 2020 emphasizes “raising levels of excellence”   as one of its major objectives, as well 

as improving the EU’s performance compared to the USA. At the same time, the EU identifies 

that a fee-for-access (to data) approach impedes the speed of scientific progress and innovation.  

Therefore, in order to realise its own goals, the EU should consider non-payment methods to 

disseminate information and data.  

The exploitation of research results is key to encouraging further research and innovation, thus 

Open Access to publications is vital. An Open Access Pilot was launched under FP7 to 

encourage open access to publications. Nonetheless, today it appears that only 10-20% of 

research articles and data are actually available for free online. Furthermore, where this publicly 

available material can be found on the web is rather vague.  

In order to stimulate the use of research results through open access the EU first needs to have a 

comprehensive database identifying the outcomes of EU funded research. Simply publicly 

posting the data or conclusions on the internet is insufficient, and in some cases, 

counterproductive to a clear understanding of what knowledge EU funds have produced. The 

EU should adopt a systematic and clear approach that collects and provides public access to the 

results of EU funded research. The existence of such a database should be clearly publicised. A 

transparent, clearly organised database which brings together extensive publication and data 

derived from EU funded research will underline the EU’s scientific and technological advances, 

thereby attracting further talent and investment. 

Nonetheless, it is important to underline that promoting scientific and technological advances 

under the ERA goes hand in hand with ensuring that these developments, in fact, yield the 

highest social benefit. Therefore, HAI Europe believes that open access to results should go 

further than simply granting free online access to research publications and data.  The rules 

which govern the transfer of public knowledge derived from EU funded research need to foresee 

commercialisation of research results at affordable prices. This is especially relevant in the 

biomedical fields where the current intellectual property (IP) framework which governs the 

research and innovation models fails to generate the highest social benefit out of research 

funded with European taxpayers’ money. The concept of Socially Responsible Licensing
1
 (SRL) 

aims to contribute to solving this issue. 

Currently, in the biomedical field, public research institutions patent their discoveries and 

license their knowledge to pharmaceutical companies for further development. Here, all rights 

over further product development are given up by the research institution and limited to that 

specific licensee, normally a recognised pharmaceutical company or a small or medium 

enterprise (SMEs). The public research institution can no longer ensure that their knowledge is 

used to the benefit of global health and everyone has access to essential medicines. Furthermore, 

the licensee enjoys a monopoly over this knowledge and can sell the final product, be it a 

therapy, a medicine, a diagnostic or a vaccine, at a price of its choice due to a lack of generic 

competition. As a result, while some European taxpayers end up footing the bill twice (first by 

funding the initial research and subsequently by over-paying for a biomedical product), others 

                                                 
1
 Also known as Equitable Access Licensing, Humanitarian Licensing 
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simply cannot access some of these essential biomedical products because they have to pay for it 

out-of-pocket due to lower reimbursement coverage by health insurances (this is namely the 

case in eastern EU member states) or no insurance at all (as is the case in developing countries).  

Under SRL, grant beneficiaries (in the biomedical field) would only be awarded research and 

innovation funds by the European Commission on the condition that the contractor accepts 

specific obligations regarding the exploitation and dissemination of results. The contracting 

authorities shall enjoy at minimum royalty-free access rights to the results for their own use as 

well as the right to grant, or require the participating contractors to grant, non-exclusive licenses 

to third parties to exploit the results under fair and reasonable conditions without any right to 

sub-license. These provisions would encourage research and innovation in the field of neglected 

diseases, reduce over-priced technology by promoting competition (and thus further innovation). 

SRL is also relevant to advancing the international dimension of the ERA as this would ensure 

access to knowledge globally. 

Today, the concept of SRL is already successfully applied by numerous universities in the USA, 

promoted by the Universities Allied for Essential Medicines (UAEM). Prominent research 

institutions, including Harvard, Yale, University of Pennsylvania, Brown, Boston University 

and Oregon Health & Science University, have adopted this concept and signed on to the 

Statement of Principles and Strategies for the Equitable Dissemination of Medical Technologies 

(SPS) created in 2009. Specifically, 73% of exclusive, biomedical relevant licenses negotiated 

by Harvard University’s Office of Technology Development included global access provisions 

in the past fiscal year.  The University of British Columbia has partnered with a private 

Canadian company under a global access license to develop a new oral formulation of the 

antifungal treatment Amphotericin B. UC Berkeley is collaborating with the Gates Foundation 

and private sector partners to develop mass-production systems for an innovative malaria 

treatment (semisynthetic artemisinin) under global access terms. 

While no such statement has been publicly endorsed by public research institutions in the EU, it 

is important to note that Oxford University, University of Manchester, University of Edinburgh, 

University of Dundee and Charité - Universitätsmedizin Berlin each adopted their own specific 

socially responsible licensing policies. The European Commission could therefore perhaps draw 

on the experience of these institutions in order to also effectively implement the SRL concept. 

To conclude, HAI Europe wishes to underline that while improving knowledge transfer in order 

to develop new services and products is important, ensuring that those in need of  these services 

and products, such as new medical therapy and technology, actually have access to these is 

essential. Only by including this form of social responsibility will the ERA serve its purpose of 

improving EU research performance.  
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