EBC NEWSLETTER JANUARY —JUNE 2016

"Bridging the treatment gap for Brain Disorders:

EBC Value of Treatment Research Project”
June 2016

This January —June 2016 newsletter is providing the state of progress on EBC Value
of Treatment Research Project for internal and external outreach purposes.

FOREWORD

Unprecedented innovation in technology and medical processes is rapidly revolutionizing
human life. Current health systems, however, have not been able to adapt quickly enough
to meet the needs of patients. This is particularly true for brain disorders, and particularly
challenging for policy makers.

Value-based healthcare is currently gaining traction in Europe as the desired solution or
path forward in improving health systems.

i This holistic approach towards
® coordinated, integrated care models
critically intertwines wider patient and
societal outcomes with spending and in
doing so could lead to both a more
sustainable framework for payers and
improved care for patients.
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The European Brain Council (EBC) is carrying out a new Study for
2015-2017 on the “Value of Treatment: Bridging the Early
Diagnosis and Treatment Gap for Brain Disorders”. With the
project Kick Off meeting and the release of the first EBC
Discussion Paper on 27th January 2016 “Exploring the potential
for a holistic care model for brain disorders to close the
treatment gap in Europe”, we have now developed a strong
research framework for the case studies analysis.

The Value of Treatment research project is building on the EBC Report “The Economic Cost
of Brain Disorders in Europe” published in 2005 (Balak and Elmaci 2007) and updated in
2010 (Gustavsson et al. 2011) that provided a solid estimation on the economic costs of
brain disorders in Europe. The indirect costs of brain disorders make up for 40 percent of
the total costs — which EBC estimated at around 800 billion euros per year in Europe.

With this new “Cost Study”, EBC will not only be looking into the socio-economic impact
and value of healthcare interventions, but will also be able to determine how timely
treatment pathways are likely to need greater integration and how better collaboration
can be set up in the future for the benefit of those living with a brain disorder.

Why an integrated care model? In joint initiatives promoted by the European Commission
such as in the area of cancer (e.g. the European Partnership Against Cancer and the
development of care management guidelines, the Integrated Care for Breast Cancer
Initiative), it has proved essential to put scientific evidence into care standards, and to use
case studies to make available evidence-based diagnostics and treatment guidelines as
well as quality assurance norms covering all stages and aspects of care. This leads us to
the integrated, coordinated care approach with an expectation that it might support the
achievement of the so-called “Triple Aim” in the respect of patient’s needs: a
simultaneous focus on improving health outcomes, enhancing the quality of care and
increasing cost-efficiency. In order to realize this aim, the European Commission and the
WHO are calling on policy makers to initiate a process of reorganization, transformation
of care delivery, with the following priorities: access to care, sustainability of healthcare
system and cost efficiency interventions (human workforce, technologies including the
potential of digital health,...).
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We are at a pivotal time of change; our new Study couldn’t be more opportune in
exploring the beginnings of a European paradigm shift toward a value-based model of
healthcare for brain disorders.

With the Experts Workshop and the Project Kick Off which took place respectively on 8
and 27 January 2016, the case studies Working Groups on specific mental and neurological
disorders are now providing a platform for continued discussions around cost effective
analysis and the opportunities patient-centric coordinated care models promise, potential
solutions and challenges.

This EBC Study is a starting point; we won’t have all the solutions in once. However,
through building up evidence, EBC will provide the necessary policy recommendations
to address the treatment gap and its consequences.

David Nutt,
President of EBC

BACKGROUND

In recent years, there has been a growing awareness of the importance of mental and
neurological disorders. Depression, stroke, dementia, schizophrenia or anxiety affect at
least one in three people during their lifetime — currently 165 million people in Europe?.
The profiles of these diseases raise particular challenges: lack of physical and visible
symptoms, complex biological factors, and an incomplete understanding of cause. At the
same time, the global burden of brain disorders is rising (accounting for 35% of the
burden of all diseases in Europe)? being the seat of many chronic disabling diseases.
According to WHO estimates, major depression is projected to be the leading cause of
disease burden worldwide by 20303. Analyses show that there is a considerable
treatment gap, particularly blatant for mental illness, with only about a third of cases
receiving the therapy or medication needed*. Reducing the burden of mental and
neurological disorders relies on both timely diagnosis and treatment of disorders by
health professionals through pharmacological and psychosocial interventions.

1 A.Gustavsson et al. The economic cost of brain disorders in Europe, Journal of Neurology 2012.
2J. Olesen et al. European Journal of Neurology 2003.

3 World Health Organization Global Burden of Disease (GBD) 2004.

4R. Kohn et al. World Health Organization Bulletin, (82) 2004.
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Considering health systems reforms taking place all over Europe and the challenges
related to the management of chronic conditions including co-morbidities and ageing,
new models of care including a societal benefits approach are being examined for a
better coordination of care. Hence, healthcare is an information-driven process and is
seen as a continuity of actions. In the provision of care intra and extra muros,
multidisciplinary healthcare providers across different areas (primary care, general
hospitals, psychiatry hospitals, specialists care, homecare, social care, nursing home,
pharmacies, disability and rehabilitation centres, networks of excellence centres at
national and European level, ...) and services (health promotion, disease prevention,
diagnosis, treatment, rehabilitation, research,...) will share in synergy information,
decisions, instructions, planning (key components of a coordinated, integrated care
approach) with carers. So, essentially the information flow drives and supports the care
process within and across organizations with the patient as partner (patient-centred care
based on needs) and her/his environment for better health outcomes.

The EBC Value of Treatment project for 2015-2017 (see figure 1: EBC project milestones
and expected deliverables) will aim to 1) Demonstrating through case studies what are
(cost)-effective interventions (clinical practice) based on the combined patient journey
mapping & care model components analysis as well as conduct cost-effectiveness analysis
(CEA) and use of calculations modelling to assess costs and outcomes; 2) Developing and
validating an overarching model of care for brain disorders and 3) Based on economic
evidence, providing policy recommendations (consolidated study) for the adoption and
implementation of a more patient centred and sustainable coordinated care model for
brain disorders

Figure 1: EBC project milestones and expected deliverables

P suan. 2016
Presentation Outline for development of
Discussion Paper. Discussions at EBC Experts
EBC Discussion Paper (Phase 1) Workshop on coordinated, integrated model

« Conceptualization » for brain disorders as well as case studies
presentation for consensus building and

validation

27 Jan. — Nov. 2016

| Dec. 2016 & launch Mar. 2017

We have now entered into the dynamic phase 2 of the project with the case studies
analysis.
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Case studies analysis will aim to value the socioeconomic impact and health gains of best
practice in specific healthcare interventions in comparison with the cost burden of
current care/non-treatment by carrying out combined economic evaluation of specific
care pathway services and patient journey/care modelling (see Table 1: Value of
Treatment analysis).

Table 1: Value of Treatment analysis

Cost analysis Value mapping
(identification of
current and potential

values)
Cost impact analysis Value optimizing
(with or without healthcare initiatives
simulation)
Model calculations New value creating
(health economics) initiatives (integrated
incl. QALY, ICER care model)

CASE STUDIES ANALYSIS - 22 APRIL AND 25 MAY 2016 EBC JOINT WORKING
GROUP WORKSHOPS: FINE-TUNING THE RESEARCH FRAMEWORK WITH
COMBINED CARE MODELLING AND ECONOMIC EVALUATION METHODOLOGY

EBC 2015-2017 Value of Treatment Research Project will ultimately provide evidence-
based and cost-effective policy recommendations for the adoption and implementation
of a more patient-centred and sustainable coordinated care model for brain disorders.

In order to use the data to inform the policy document, case studies analysis will be
conducted for the following disorders: schizophrenia, dementia, idiopathic normal-
pressure hydrocephalus, AF stroke, Parkinson’s disease, epilepsy, headache, multiple
sclerosis, restless legs syndrome and mental illness comorbidity (see figure 2: case
studies).
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Figure 2: case studies as per 25 May 2016

At this stage of the project (phase 2 “qualitative and quantitative research”), two Joint
Working Group Workshops took place respectively on 22 April and 25 May 2016 and
enabled to dig deeper in the field of the research methodology for each case study (based
on study template provided during the first phase of conceptualization “observation and
problem definition”). Evaluation will be carried out through case studies analysis, in
particular 1) the mapping of the patient’s care pathway and 2) the economic evaluation
of specific clinical interventions across different brain disorders (see figure 3: research
process).

As a stepwise approach and based on selection criteria (such as completed composition
of the working group, filled in study template on care modelling and economic evaluation,
and covered funding), we proceeded on 22 April with the case studies on Dementia and
Schizophrenia and the research framework. For the case studies on Headache, Multiple
Sclerosis and Parkinson’s disease, discussions were only focusing on the patients
perspectives. The second Joint Working Workshop of 25" May went through the same
process with five case studies on Epilepsy, Restless Legs Syndrome, Multiple Sclerosis,
Parkinson’s Disease and AF Stroke to elaborate further the outline going more into details
of the focus and methodological aspects of the case study. Both meetings were fruitful
and dedicated to the work progress achieved.

Objectives of the combined case studies methodology are twofold:



EBC NEWSLETTER JANUARY —JUNE 2016

- Patient’s care pathway analysis to identify gaps and opportunities for
improvements in the current care pathway (SWOT analysis with stakeholders)

- Economic modelling assessing the socio economic impact of specific clinical
interventions targeted to close some of the gaps identified in the patient journey
analysis

Figure 3: Case studies - Research process
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To conduct these analyses, we are partnering with the Utrecht University Medical Centre
(Nick Guldemond)) for the patient journey and with the London School of Economics
(Michela Tinelli and Martin Knapp) for the economic evaluation.

PARTICIPATORY RESEARCH ANLYSIS

The working groups are formed with experts within the network of EBC member
organizations (e.g. European Academy of Neurology, ...) as well as other industry and
patient associations representatives.

The setting up of the groups has been a building process to ensure a high level of
expertise (participation of clinicians, health economists, epidemiologists,...).
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We are taking the opportunity of this newsletter to thank all members of the
Working Groups for their involvement and commitment, please see the list of
participants in annex.

If you have any question, please don’t hesitate to contact us.

EBC Project Management Team

Frederic Destrebecq | CEO frde@braincouncil.eu

Vinciane Quoidbach | Public Health&Policy, Project | vinc@braincouncil.eu
Manager

Giovanni Esposito Research Project Manager gies@braincouncil.eu

More details on data research and analysis per case study in the next Semester
Newsletter 2016!

2"d Semester Meetings dates & planned events

Next VoT Joint Working Groups meeting: 28 September 2016
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List of participants per WG

Wolfgang | Gaebel EPA Schizoprenia
Silvana Galderisi EPA Schizoprenia
Danuta Wasserman EPA Schizoprenia
Cyril Hoschl EPA Schizoprenia
Pavel Mohr EPA Schizoprenia
Patrice Boyer EPA Schizoprenia
Aagje leven EUFAMI Schizoprenia
Spyros Zorbas EUFAMI Schizoprenia
Yoram Cohen Gamian Schizoprenia
Paul Arteel Gamian Schizoprenia
Amir Inamdar TAKEDA Schizoprenia
MENI Styliadou Takeda Schizoprenia
Christoph | Van der Goltz Lundbeck Schizoprenia
Veronica | Zilli Janssen Schizoprenia
Matti Ojanen Janssen Schizoprenia
Karin Becker Boehringer Ingelheim GmbH Schizoprenia
Bart Malfait Janssen Schizoprenia
Ariane Kerst EPA Schizoprenia
Pieter . . . . .
Jelle Visser Vumc / Maastricht University Dementia
Sietske Sikkes Vumc Dementia
Ron Handels Maastricht University Dementia
Lisa Vermunt Vumc Dementia
Philip Scheltens Vumc Dementia
Jean Georges Alzaheimer Europe Dementia
Charles Faid Pfizer Dementia
Amir Inamdar TAKEDA Dementia
MENI Styliadou Takeda Dementia
Michele |Potashman Biogen Dementia
Erwan Giquel Biogen Dementia
Eveline Sipido EAN Dementia
Wolfgang | Oertel EAN Dementia
Dimos Mitsikostas EHF - European Headache Federation Headache
Matilde Leonardi EBC - Lifting the burden (LTB) Headache
Koen Paemeleire EHF - European Headache Federation Headache
Timothy | Steiner LTB - Lifting The Burden Headache
Jane Whelan EHA - European Headache allaiance Headache




EBC NEWSLETTER JANUARY —JUNE 2016

Annik LAFLAMME Novartis Headache
Frédéric de Rt.ey.det de Novartis Headache
Vulpillieres
Eveline Sipido EAN Headache
Wolfgang | Oertel EAN Headache
Reetta Kalviainen EAN Epilepsy
Chantal Depondt ILAE - CEA Epilepsy
Paul Boon EAN Epilepsy
Philippe | Ryvlin ILAE - CEA Epilepsy
Hannah Cock EAN Epilepsy
Janne Martikainen Epilepsy
Phil Lee IBE Epilepsy
Ann Little IBE - EFNA Epilepsy
:<Oer::1_eth Sake ucB Epilepsy
Eveline Sipido EAN Epilepsy
Wolfgang | Oertel EAN Epilepsy
Uwe Kehler EANS NPH
Andre Grotenhuis NPH
Manfred | Westphal EANS NPH
Carsten Wikkelso NPH
Laurence |Watkins NPH
Richard Edwards NPH
Marianne |Juhler NPH
Guy Goodwin Comorbidity
zgglberg Sorensen EAN MS
Bettina Hausmann EMSP MS
Rob Hyde Biogen MS
Elizabeth |Kinter Biogen Ms
Emanuele | Degortes Biogen MS
Annik LAFLAMME Novartis MS
Frédéric de R?y,dEt de Novartis MS
Vulpillieres

Wolfgang | Oertel EAN MS
Eveline Sipido EAN MsS
Richard Dodel EAN PD
Klaus Berger EAN PD
Bengt Jonsson EAN PD
Per Odin EAN PD
Glnther |Deuschl EAN PD
Simone Boselli Grayling on behalf of EPDA PD
Frank Michler Young and Parkinson PD

10
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Jutta Ahmerkamp Young and Parkinson PD
Bohme
Jennifer Shum Abbvie PD
Minxiam | Conge Abbvie PD
Funke Stauble Medtronic PD
Charles Faid Pfizer PD
Norbert | van Rooij Grinenthal PD
Gudula Petersen Griinenthal PD
Susanne |Ziemons Griinenthal PD
Eveline Sipido EAN PD
Wolfgang | Oertel EAN PD
Claudia Trenkwalder Paracelsus Elena Klinik, Kassel, RLS
Germany.
Joke Jaarsma EARLS - European Alliance for RLS
Restless Legs Syndrome
Department of Neurology, MC
Roselyne |Rijsman Haaglanden, The Hague, The RLS
Netherlands
Giorgios | Sakkas University of St Mark and St John, RLS
Plymouth
Raffaele |Ferri Italian Association of Sleep Medicine RLS
Wolfgang | Oertel EAN RLS
Yves Dauvilliers RLS
Anna Mezzacasa Vifor Pharma RLS
Eveline Sipido EAN RLS
Geert Vanhooren ESO Stroke
Vincent Thijs University of Melbourne Stroke
Eivind Berge Oslo University Hospital Stroke
Alastair Webb Oxford University Stroke
Ana
Catarina | Gaspar Fonseca University of Lisbon Stroke

11
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Bo Norrving Lunds Universitet (Sweden) - WSO Stroke
Valeria Caso Universita di Perugia - ESO Stroke

Philipps-Universitat Marbur
Wolfgang | Oertel (Gerf:any) - EAN : Stroke
Jon Barrick SAFE Stroke
Charles Faid Pfizer Stroke

LSE All - Schizophrenia,
Michela | Tinelli Headache

LSE All - Schizophrenia,
Martin Knapp Headache

LSE All - Schizophrenia,
Panos Kanavos Headache
Nick Guldemond University Medical Centre Utrecht All
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