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The World Health Summit is the annual conference held by the ‘M8 Alliance of the Academic
Health Centres and Medical Universities’ together with the National Academics. It is one of the
world’s foremost gatherings of leaders from academic medicine, governments, health-related
industries and non-governmental organizations to exchange views on the most pressing global
health challenges. After a highly successful inaugural conference in 2009, on the occasion of the
300th year anniversary of the Charité - Universitdtsmedizin Berlin, and a likewise effective
following Summit in 2010 the World Health Summit is now being held annually. The main
objective of the World Health Summit, meanwhile, is to address key challenges regarding medical
research, global health and health care delivery with the aim of shaping the political, academic
and social agendas.

Bringing together all stakeholders involved in health research and health care, the World Health
Summit presents an unprecedented opportunity for constructive interactive partnerships. There is
an urgent need for a cross-sectored approach and multidisciplinary research to unleash the
power and creativity of academic medicine and to involve societies, governments and industries.
By close collaboration in analyzing today’s science and by extensively sharing international
experiences and debating, we will be able to structure tomorrow’s agenda.

The M8 Alliance

The ‘M8 Alliance of Academic Health Centres and Medical Universities’ is a collaboration of
academic institutions of educational and research excellence that recognizes responsibility to
improve global health and works with political and economic decision makers and civil society to
develop science-based solutions for health challenges worldwide. This inter-national network
gives the World Health Summit an outstanding academic background. The M8 Alliance acts as a
permanent platform for framing future considerations of global medical developments and health
challenges. The M8 Alliance promotes the translation of research progress from the laboratory to
the bedside and to populations, the transformation of our present medical care systems treating
sick people to a true “health care system” with effective prevention of diseases and the transition
of health-related solutions and adaptation in our rapidly changing living conditions, including
demographic changes, urbanization, and climate change as priority areas of research.
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Translation and Efficiency: Roadblocks and Enablers

Medical advances can only arise from
collaboration and mutual understanding
between academia and health care, politics
and the private sector. Regarding the
translation process, the academic community
is aware of its responsibility to deliver results
based on a strong collaborative approach to
improve global health. This compromises
basic and preclinical research and the
development of new therapies, but also the
delivery of health services. Last but not least,
efficient outcomes are only to be achieved by
close inter-sectorial co-operation.

Translational Medicine Concepts and
Implementation

European Commission
King's College London

One of the greatest challenges medicine
faces today is to translate insights provided
by the biotechnological revolution and
research into clinical medicine. At a
fundamental level, this includes the revision
of diagnostic classification through
identification of biologically-defined symptom
clusters. Such validation of current clinical
diagnoses is pivotal for the development of
novel therapeutic (and  preventative)
strategies and the implementation of
personalised medicine approaches. At a
more applied level it involves the
development of integrated and modular
approaches to facilitate effective collaboration
between academia, industry, non-profit
organisations and governments. In this
symposium we explored the challenges and
promises associated with the development of
translational medicine and therapeutics for
academics, pharmaceutical industry as well

as regulators and funding bodies. For
example, we discussed how examination of
endophenotypes based on symptom clusters
using experimental medicine approaches
might inform clinical medicine, their regulation
as well as drug development by
pharmaceutical industry. We explored models
of collaborative translational research most
appropriate  for integrated translational
strategies and provide examples of
successful collaborations.
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Access to Advances in Biotherapies -
Scientific, Economic and Social Issues

German Cancer Research Center
Helmholtz Association
INSERM

Recent advances in biotherapy,
pharmacogenomics and gene therapy have
the potential to revolutionize innovative
Research &  Development in  the
pharmaceutical industry, to transform clinical
practice through promoting the advent of
"personalized medicine" in which drugs and
drug combinations are optimized for each
individual's unique genetic makeup, and to
impact health services delivery systems as
well as the long term dynamics of health
expenditures. Despite three decades of huge
progress in molecular genetics, in cloning of
disease causative gene as well as technology
breakthroughs in viral biotechnology, out of
thousands of gene therapy clinical trials that
have been initiated, only very few are now
reaching regulatory approval.

We reviewed some of the major hurdles, and
based on the current either positive or
negative examples, we try to initiate drawing
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a learning curve from experience. ldentify the
major  drivers for future  successful
achievement of human gene therapy trials
was an objective of this session.
Pharmaceutical innovation is less and less
based on systematic biochemical in vitro
screens and more and more on identification
of biological targets and physiological
mechanisms through fundamental research
and this leads to new patterns of
development strategies from firms and
partnerships with public academic research.
Biotherapies represent one of the fastest
growing sector of health care (for example,
they already account for more than half of
cancer drugs expenditures in France since
2009) but their net impact on total health care
costs remain uncertain. However, limitations
in social acceptability of these technologies,
inappropriateness of current regulation based
n “standard” drugs and care, and economic
uncertainties may impede their optimal
diffusion.
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Complexities of the Translational Pipeline
in Therapy Development

German Center for
Diseases
Helmholtz Association

Charité-Universitatsmedizin Berlin

Neurodegenerative

Development of new therapies remains slow
despite progresses in basic science and
clinical studies. The establishment of
interdisciplinary centres brings together
neuroscientists, pharmacologists,
epidemiologists and clinicians to foster the
translation of research findings into new
therapeutic strategies. To facilitate drug
development and testing, ideally these
centres would also have a direct relationship
with industrial partners. In addition, we have
to consider the prevention of failures of phase
3 trials after positive phase 2 studies. Thus,
there is a need for new guidelines in
preclinical and clinical phases of drug
development for validated biomarkers as well
as checklists for the identification of sources
of errors and corrections of these errors
throughout each phase of drug testing.
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To fight e.g. against Alzheimer’'s disease we
also need multi-target therapeutic
approaches instead of one-dimensional
solutions, such as the one protein, one drug
or one disease hypothesis used as the basis
of most Alzheimer’s disease therapy studies.
Furthermore, biomarker research needs to be
intensified. By using specific biomarkers or
cluster patients into more homogeneous
clinical features criteria for identifying
subpopulations of AD or PD patients can be
found.
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Evidence, Innovation and Safe Access

Even the best medicine and best medical
advance are useless if access is not given.
On the one hand, many useful public health
innovations are not realized because the
patients who would benefit from them do not
form a profitable market to induce their
development and production. On the other
hand, low- and middle income countries do
not have an affordable access to essential
drugs. Furthermore, we have to provide the
right access to the right drugs.

Evidence to Policy Linkages — Today's
Evidence - Tomorrow's Agenda

World Health Organization

In an ideal world, scientific evidence should
be routinely used and translated into more
effective and equitable political and
government action to improve public health.
This is especially important for developing
countries which have to struggle with limited
resources and competing priorities. In reality,
however, strengthen the link between
evidence and policy is often a difficult
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challenge and many barriers need to be
overcome.

The contributions from panellists representing
government, academia and international
organizations of the World Health Summit
2011 should help to identify the barriers (and
also the drivers) for strengthening links
between evidence and policy, and also the
important lessons which can be used to
inform future efforts in this important area.
Themba Moeti (Botswana) showed how
thorough economic analysis using reliable
data drove political support for antiretroviral
roll out. Yot Teerawattananon (Thailand)
explained how his country’s remarkable
Health Intervention  and  Technology
Assessment Programme delivered accurate
but simple advice to ministers, strengthening
trust and confidence between scientists and
decision makers. Patricia Garcia (Peru)
reported the incredible success of a syphilis
prevention and treatment project (in Peru,
syphilis is 20 times more common than
AIDS). Hoda Rashad (Egypt) argued for the
importance of supporting the very best
science (not quick and dirty policy-relevant
research). Finally, Annette Widmann-Mauz
(Germany, member of the Bundestag) spoke
of creating demand among parliamentarians
for science-based advice. All agreed that
scientists had to take more seriously their
obligation to create an informed public
discussion of science’s contribution to our
wider culture. To link evidence to policy it is
important, first, to involve policy makers from
the start, to keep them informed regularly
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and, as far as possible, to convince them that
policy implementation can happen within
existing resources. Second, you have to
facilitate the access to the necessary
evidence and present evidence in language
which is accessible to policy makers, and
which includes policy options. To build and
strengthen decision makers' and researchers'
capacity to confidently use and generate
such evidence is also a central concern.
Another key message of this session is to set
the 'right' research questions (i.e. policy
relevant research topics which can be
addresses in a timely manner). After all you
have to consider involving all stakeholders
and interested parties including civil society
and, furthermore, you have to be aware of
the larger context of necessary political
actions and the role of democratic processes.
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Innovation for Diseases of Global Health
Importance - Adapting Innovation to Fit
Local Conditions

World Health Organization
PATH

Three common threats to the different
approaches to innovation in global health
were identified.

1. No magic bullets . An exciting diversity
of approaches to global health innovation
exist today, ranging from for-profit and not-
for-profit pharmaceutical companies, to public
private partnerships and prize mechanisms,
and to regional networks and various forms of
South-South collaborations. However, there
are no magic bullets and no quick fixes. The
approach that is chosen to address a given
innovation need must carefully match reality
in terms of the context and infrastructure in
that particular domain, the technologies that
will be developed, and the timelines that
matter to patients.

2. Common challenges . A set of
challenges is common across all of the
approaches mentioned above. All initiatives
need continuous support and resources to be
able to not just kick start but sustain over time
the respective projects and approaches to
generating innovation. In today's world,
sustained donor support can be hard to find.
Increased capacity building is needed,
especially for in-field evaluation or piloting of
new technologies. This evaluation must be
done in a rapid, dedicated and rigorous
manner. Otherwise, new technologies and
solutions will remain untested in real world




Science —

settings and will fail to reach patients in time
to make a difference

3. Common needs. Government
support Both industrialized and developing
country governments must show strong
commitment and leadership in supporting the
new approaches to innovation in global
health. Industrialized country governments
should increase their efforts to create the
legal, financial, and regulatory environment
that will enable novel approaches to global
health innovation to thrive. Developing
country governments in particular need to
ensure that the systems are in place to
deliver drugs and other health care
technologies to patients in need, and to
regulate their quality and use. Otherwise, the
impact of global health innovation will remain
small.

Strong collaboration between the public

and private sectors Where possible and
applicable, global health innovation should be
sustained and driven by the markets
themselves. There is huge value in
leveraging the strengths of different partners
(both public and private), in order to generate
and implement innovative solutions. Some
private firms are also able to utilize their
already established innovative commercial
technologies pro bono to help solve complex
issues in developing countries e.g. utilization
of SMS-based technology and ‘Google’ maps
to improve supply chain issues of essential
medicines in sub-Saharan Africa. In some
cases, classic market failure may be present,
with patients suffering from a particular
disease being either too few, or too poor, or
both, to generate sufficient demand for
innovation. A classic example of this is the
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case of tropical neglected diseases. Here,
various policy tools are commonly discussed
to address these failures, as well as
government support for these tools (e.g.,
donations or advance purchase
commitments). In other cases, the failure may
not be due to classic market failure, but to
lack of technical knowledge and tools to
address a given disease. In these cases
initiatives focusing on innovation (e.g., “push”
funding; inducement prizes), need to be able
to connect to and work closely with the public
and private sector players who will sustain
the innovation that is induced.

Global enabling platforms  The different
approaches need to be embedded into the
larger context of evolving global health
governance, to ensure maximum efficiency
and to avoid duplication of resources. Given
the multitude of new players that have
emerged in the global health domain in the
past decade, the exact form and nature of
this governance remain to be seen. However,
especially given the complexity of on-going
changes, the WHO will have an important
role to play in both identifying the highest
priority needs for new innovation and in
convening discussions around innovation and
its enabling factors.
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Access to medicines in low- and middle-
income countries — Opportunities and
Concerns

UNITAID
Médecins Sans Frontiéres

The cost of medicines is increasing in
developing countries. For example, patients
on HIV treatment need to switch to newer
drugs. Generic competition is increasingly
restricted because of patent protection in key
manufacturing countries. Developing
countries need to use flexibilities enshrined in
the TRIPS agreement and richer countries
should refrain from demanding higher,
TRIPS+ measures through free trade
agreements. New tools such as the
Medicines Patent Pool are also needed to
deal with the new situation and show first
positive results. Despite some increased
efforts over the last years and innovative
partnerships, there is still insufficient
investment in innovation in areas of high
public health need but lack of profitable
market such as neglected tropical diseases
or tuberculosis. New mechanisms are
needed to stimulate innovation where it is
needed most and in a way that does not lead
to high cost. Mechanisms such as innovation
prizes that delink the cost of R&D from the
price of the product and a biomedical R&D
treaty warrant further exploration and
support. Although there is potential for many
improvements in access to medicines in
developing countries, there are today serious
concerns about the future due to the current
financial climate: the need to ensure
affordability of tools is more important than
ever but we also need more and more
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sustainable funding for global health. The
airline tax that finances UNITAID has been a
first example how governments can raise
sustainable resources. With the likely
establishment of a financial transaction tax it
will be necessary that some of its revenues
will go to supporting global health.




Counterfeit Medicines on Rise Worldwide
- How to Tackle the Booming Trade in
Counterfeit Drugs

European Federation of the Pharmaceutical
Industries and Associations

The panel heard dramatic eye-witness
testimony of the dangers of counterfeit
medicines and the risks run by those
engaged in the fight against counterfeiters.
The key conclusions of the panel were:

e Tackling counterfeiting is a shared
responsibility that involves governments, law
enforcement agencies, manufacturers,
pharmacists and patients themselves

* Robust legislation and enforcement are
critical to success: the EU Falsified Medicines
Directive and the Council of Europe
Medicrime Convention were cited as key
developments

 Patients must be alerted to the dangers of
counterfeit medicines and informed about
how to purchase safely, particularly online

e Tackling the criminals involved in
counterfeiting requires robust action in both
source and destination countries to tackle
supply and demand.

* Manufacturers and other supply chain
players must continue to work closely with
enforcement agencies to ensure products
carry protection against counterfeiting and
robust action is taken to seize counterfeits at
borders and in the supply chain.

All parties represented on the panel restated
their determination to work in partnership to
tackle this growing threat to patient health.
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