


GlaxoSmithKline response to the Commission Reflection paper ‘Enabling Good Health 
for All’ 
 
Introduction 
 
GlaxoSmithKline (GSK) welcomes the Commission Reflection paper ‘Enabling Good Health 
for All’. The paper demonstrates the importance of good health to quality of life and to 
economic prosperity.  In so doing, it provides important momentum towards more concerted 
and strategic approaches to health and healthcare policy in Europe.   
 
The Reflection paper also recognises the importance of medicines and vaccines to the health 
of European citizens. It makes clear that innovative medicines and quality practice patterns 
should be at the heart of health policy. This is crucial if some of the key goals of the European 
Union - improved economic competitiveness, increased investment in innovation through 
research and development, an active workforce, a healthy ageing population – are to be 
achieved. 
  
The contribution of pharmaceutical innovation – and the need to align Europe’s health 
policy and competitiveness policy agenda 
 
The contribution of medicines to improved healthcare is significant. By developing genuine 
medical advances, the pharmaceutical industry is a key partner for governments, physicians 
and patients in achieving better health for a wider number of people. And the potential future 
contribution of innovation is immense. Over the next 10 years, medical research will continue 
to utilise leading edge technologies that will improve clinical care. For example, 
pharmacogenetics may enable patients’ DNA to be analysed prior to prescription to determine 
the most appropriate medicine for the individual patient. Fewer adverse drug reactions and 
more effective prescribing will result in more efficient use of healthcare resources, because 
the trial and error approach to prescribing would be at least partially negated and the burden 
of adverse drug reactions reduced.  
 
The contribution of the pharmaceutical industry to economic prosperity and European 
competitiveness is also indisputable. The pharmaceutical industry can play a critical role by 
delivering highly educated workforces, investment in research and development, healthy 
working populations, efficiencies in healthcare systems, and exports to the rest of the world. 
The Dublin Summit recognised the possibly unique role of the industry in addressing the twin 
goals of good health and economic prosperity. 
 
The environment for the pharmaceutical industry in Europe is challenging. Innovation is 
perceived as a threat, rather than a driver of improved healthcare and increased productivity. 
As governments face expanding healthcare costs, they are opting for short-term polices. The 
challenge for all governments over the coming years is to find balanced approaches that 
reward innovation, manage costs, and deliver rapid patient access to optimal treatments. A 
sustainable health policy must be integrated with sustainable economic and industrial policies. 
Europe’s competitiveness and health agendas must run hand-in-hand.   
 
GSK’s Response 
 
GSK supports the approach outlined by the Commission in the Reflection paper - we 
recognise the need for partnership and dialogue, and for a strategic outlook on health. We 
comment below on four key themes: 
• Creating a culture of partnership and dialogue 
• Enabling citizens to make the right choices 
• The importance of scientific and technological progress in the health sector 
• The need for a strategic outlook on health and healthcare 
 
These themes need to be addressed if the contribution of the industry to good health and 
economic competitiveness is to be maximised.  
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Creating a culture of partnership and dialogue 
 
The Reflection paper attaches key importance to the notion of ‘partnerships for health’. GSK 
supports this approach. From an industry perspective, partnership and dialogue translate into 
better identification of how to improve quality practice, improved addressing of medical need, 
better disease prioritisation, and better access to medicines that will improve patients’ lives.  
 
Partnership and dialogue should be reinforced across a range of relationships, at different 
stages - during the development, approval, reimbursement and distribution/utilisation of 
innovative medicines – and at different levels, mainly national and EU. Some of the proposals 
below will benefit from EU stewardship and support, others will require action primarily at 
national level.  
 
Dialogue with Governments: strong partnership between industry and government, cutting 
across the public and private sectors, is important. The Reflection paper mentions the G10 
process, stressing one of its objectives – bringing together health and competitiveness 
concerns. G10 was a valuable process. It recognised tensions, brought together different 
stakeholders in dialogue, and demanded compromise and pragmatism from all sides. It 
created a shared vision and a shared commitment to act. Parts of the G10 vision have moved 
closer to reality, notably with the passing of the FML.  However, G10 was in many ways an 
exercise in mechanics, and some Member States appear to have strayed from its principles. 
 
The new Commission focus on competitiveness would be well-served by the creation of a 
“G10+”, bringing together the Commission, Member States and industry. The group should 
confirm a shared vision for the pharmaceutical industry in Europe and a shared agenda for 
action; monitor and benchmark European competitiveness; and identify new strategies to both 
deliver on the goals of Lisbon and implement the G10 recommendations. Such a group could 
ensure alignment across Commission policies affecting pharmaceuticals competitiveness and 
build a platform for the pharmaceutical industry to lead progress towards Europe’s goals on 
competitiveness, innovation and research and development. 
 
Dialogue with regulators during development: with the goal of increasing predictability of 
outcomes for marketing authorisation applications, a number of measures should be 
implemented at European and national level. 
 
• ‘Centres of excellence’ in scientific assessment, as suggested by the EMEA’s recent 

‘road map to 2010’, should be established.  Some important benefits could follow, if there 
was early appointment of a Rapporteur and assessment agency to allow the company to 
maintain ongoing dialogue with the assessment team during development.   

• More generally, increased availability of regulators is needed to provide scientific advice 
prior to filing, as is increased use of therapeutic advisory groups, both as a forum for 
regulatory assessors to seek advice from medical opinion leaders, and also for dialogue 
with companies. Interaction of assessors with practicing physicians would also improve 
the quality of assessments.   

• The pharmaceutical industry, the EMEA and national regulatory agencies should together 
facilitate the incorporation of the science of pharmacogenetics into clinical practice and 
develop appropriate regulatory guidance.  

• The pharmaceutical industry and the EMEA should also engage in dialogue on the 
application of new technologies in drug development, with a view to developing guidelines 
on specific technologies. 

• In particular, industry and regulators should work together to review current technology 
opportunities and use of biomarkers/surrogate end-points in Marketing Authorisation 
applications with a view to encouraging the use of bio-markers of drug effect (e.g. in dose 
ranging studies) or surrogate end-points likely to be predictive of clinical benefit. 

 
Dialogue with patients: the Reflection paper rightly stresses the need to foster partnerships 
with patient organisations. GSK is engaged in long-term dialogue with patient groups on 
healthcare policy issues. With increased patient mobility, persisting health inequity in Europe 
and a growing debate on healthcare standards, patients must be given a voice. In this 
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respect, the European Commission and Member States must consider how funding of 
European patient groups can be improved. 
 
Dialogue with patients on medicine development should also occur in a more systematic 
manner. Patients might have a different view of the risk they are prepared to take when a 
promising new treatment is made available. This could balance what companies perceive to 
be an increased risk aversion and conservatism among regulators.  
 
Dialogue with governments/payers: the Reflection paper makes reference to the need to 
ensure that “money is well spent”. GSK fully supports the notion that resources should be 
invested in medical interventions that make a difference.  Part of a focus on value should be 
appropriate evaluation, conducted at the right time, in a transparent and scientifically robust 
way. The goal should be more efficient and effective healthcare, not rationing or delay. As 
identified in the Reflection paper, patients require prompt access to treatment and Member 
States must provide for rising expectations.  However, the implementation of evaluation 
outcomes today remains focused on cost-containment.   
 
Given the increased, often unsatisfactory, use of evaluation mechanisms, the need for early 
dialogue between industry, payers and other concerned parties is paramount. The evaluation 
process must be based on much-improved understanding of the expectations of healthcare 
authorities, of the full scale of advantages of a new treatment, and of the benefits that are 
demonstrable in a short-term and long-term perspective. Equally, pricing and reimbursement 
systems must be more attuned to long-term health policy goals and to support for medical 
advances that bring patient health and well-being.   
 
Companies therefore need earlier and more in-depth interaction with healthcare payers to 
discuss specific data requirements that payers require in order to decide on the 
reimbursement of a product.  At present, dialogue generally starts once a medicine has been 
approved and the data generated.  It is often conducted in a manner that lacks predictability 
and coherence. What constitutes therapeutic progress, and whether and at what level to fund 
this progress, should be much clearer. 
 
EU role in Health Technology Assessments: it is conceivable that an EU dimension of 
technology assessment could emerge.  This would entail explicit criteria and possibly also 
methodologies for evaluation.  We would caution, however, against a forced, harmonised EU 
evaluation, as processes of evaluation and outcome are two distinct components of Member 
State review.  The outcome of an evaluation is linked not only to the assessment, but also to 
specific healthcare priorities, to choices determined by payers on what to consider and what 
to fund, to the national pricing and reimbursement process and to the therapeutic advance 
identified through the evaluation.  
 
The European Commission can play a helpful role if it can achieve a better understanding of 
how the Transparency Directive applies in the area of HTA. It should encourage member 
states to view HTA as a means to achieve better health outcomes rather than a means to 
delay or even exclude innovative medicines from reaching patients.  Too often, evaluation 
systems remain a lottery at national level. However, it is not certain that simply seeking to 
harmonise systems at European level will solve the issues that industry encounters today. As 
stated previously, an important first step will be to ensure that evaluation systems are 
managed in a transparent, fair and objective way so as to ensure that EU-level dialogue 
between member states in HTA is about sharing of best practice rather than cost-containment 
mechanisms.  
 
Enabling citizens to make the right choices 
 
The Reflection paper stresses the role of citizens. GSK believes that citizens should be well-
informed participants with choice, awareness of costs and greater responsibility. Informing 
patients about health issues will deliver a number of benefits: 
 
• greater sense of responsibility for personal health among citizens, and patients in 

particular 
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• greater awareness of disease prevention, good health care practices and medication 
management. 

• improved understanding among the patient population of the value of medical progress, 
which should create stronger public support for the funding of pharmaceutical and 
medical R&D.   

• movement of patients in a manner that fully takes into account the setting up of centres of 
excellence across Europe.  

• overall improvement of healthcare performance through higher expectations for quality, 
tailored care, and treatments generated by a more active contribution to the financing of 
their care. 

 
Patients, well-informed about the options available to them, should be at the heart of 
decisions about value and access. Encouraging initiatives to enable better patient access to 
high-quality health information has been a key activity of the European Commission. GSK has 
supported this process and looks forward to continued dialogue with the Commission, 
Member States and civil society.  
 
The importance of scientific and technological progress in the health sector 
 
The Reflection paper points out that the “health sector is driven by scientific and technological 
progress” and mentions the need to boost R&D in Europe. GSK welcomes the European 
Commission’s plans to re-energise the Lisbon Agenda. The pharmaceutical industry is a key 
driver of a knowledge-based economy. GSK spends 1.6bn euros on R&D in Europe. It boosts 
R&D investments in Europe not only through its own operations, but also through its wide 
network with smaller pharmaceutical and biotech firms, as well as academic and research 
centres. 
 
Creating a competitive environment for the pharmaceutical industry will depend on a 
combination of factors, such as supportive regulatory and market conditions, including early 
adoption of innovative medicines, as well as a strong legal framework on intellectual property. 
The EU can play a crucial role in increasing the attractiveness of Europe through funding, 
facilitation and co-ordination activities: 
 
• GSK supports the EU Technology Platform on “Innovative Medicines for Europe”, which 

could be conducted under the EU’s Framework Programme for Research and 
Development. This project aims to address and tackle the major bottlenecks in 
pharmaceutical R&D in Europe in key therapeutic areas and to foster co-operation 
between companies and other research bodies. 

• Europe must deliver appropriately skilled staff. The speed of the change in R&D has 
translated into essential skills being in short supply. Training in leading-edge life science 
technologies will be key if the right quantity and quality of scientists is to be available.   

• EU funding should be provided to develop academic expertise in biomarker and surrogate 
technologies and apply these technologies to the drug development process. 

• Access to new ideas and technology through links with the academic research base and 
with biotech SMEs is important. Clusters of research and training institutions, suppliers of 
key inputs (e.g. software), venture capital providers and other related entities are 
essential to facilitate linkages and partnerships.  

• Increased public awareness, education and understanding of new technologies are 
important for the benefits to be realised and risks minimised. 

 
A strategic outlook on health and healthcare 
 
Towards a level playing field for quality of healthcare in Europe: the EU and member 
states should take a more concerted view of key objectives to be achieved and of standards 
of quality in healthcare to be met in the provision of care. Movement of patients across 
borders should increase not because of a lack of quality healthcare provision in some 
member states, but because of a planned and concerted pooling of expertise and resources 
into centres of excellence and a coordinated information policy for citizens. Member States 
should consider the role of healthcare investments and the setting of quality standards in 
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securing a level playing-field of quality of treatment across Europe. A more concerted view 
should also contribute to a more harmonised uptake of innovative treatments in Europe, 
allowing patients to access new medicines irrespective of their nationality. 
  
Best-practice sharing: the EU should provide member states with a structured forum to 
exchange best practice and identify common objectives. There has to be coherence in the 
EU’s and member states’ intentions and actions.  Conducting discussions at EU level will 
deliver alignment and coherence between different policy strands (in particular industrial, 
R&D, competitiveness, and health policy). The EU should make efficient use of networks. The 
setting-up of the EU’s Centre for Disease Control and of centres of excellence are steps in the 
right direction, but their success will require high levels of commitment from member states.  
 
Prevention and treatment: the Reflection paper is right in arguing that prevention is a key 
element in efficient use of resources. From a public health point of view, EU initiatives on 
smoking prevention, obesity and other preventable determinants of disease should continue 
and prevention measures, in particular the availability of screening, should be implemented at 
national level.  
 
The role of treatment is, however, equally crucial. Prevention alone will not lead to a healthier 
Europe.  Where effective and safe treatments exist for the prevention of long-term 
complications, for example in diabetes or blood pressure and cholesterol treatments to 
prevent cardiovascular “events”, these need to be part of healthcare strategies and should be 
assessed on the basis of their benefits in preventing long- term complications.  
 
Increasing debate on health and healthcare priorities: the Reflection paper mentions the 
role of the EU in collection of health information, data sharing and best practice learning. 
These are certainly important areas in moving towards a more strategic view on health. 
Thought should be given to how to improve data collection and sharing capabilities at national 
and EU level. This should lead to as debate on the benefits of setting European health goals. 
 
Member states should improve their abilities to identify disease priorities and foster dialogue 
with all participants on how to address key health challenges. This would enable a more 
strategic and long-term approach to healthcare provision, thereby also increasing 
predictability for the pharmaceutical industry in its interactions with healthcare authorities and 
regulators.  Healthcare budgets should be managed holistically and on a long-term basis, 
taking into account a broad view of savings and expenditures. This would translate into a view 
of pharmaceutical expenditure in terms of its impact on healthcare overall and on savings 
made in other sectors – payers need to move from a procurement to an investment mindset.  
 
Conclusion 
 
GSK supports the European Commission’s initiative to foster a more strategic approach to 
health. We hope it will lead to a change in mindset about the priority health should have in EU 
and national policies, and that it will help moves towards partnership between industry, 
governments and relevant actors in health.  GSK looks forward to an ongoing dialogue with 
the European Commission on the issues addressed in this paper. 



This paper represents the views of its author on the subject. These views have not been adopted or in any way approved by the Commission 
and should not be relied upon as a statement of the Commission's or Health & Consumer Protection DG's views. The European Commission 
does not guarantee the accuracy of the data included in this paper, nor does it accept responsibility for any use made thereof. 
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