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The ROADMAP event at this year’s CTAD meeting in Barcelona represent the culmination of two years of efforts undertaken by a dedicated group of scientists under the auspices of
the IMI framework with the common objective of highlighting
Alzheimer’s disease care needs by conducting a comprehensive assessment of the real-world data available across the
spectrum of Alzheimer’s disease in Europe. It is therefore with
great enthusiasm that we invite you to attend this ROADMAP
symposium on October 26th to learn from Dr Johan van der
Lei about our progress in understanding the current state of
real-world evidence generation in AD and discuss with our
distinguished panelists the challenges and opportunities faced
in the assessment and treatment of Alzheimer’s disease.
As research advances and new molecules enter clinical
trials, the possibility of new Alzheimer’s disease treatments
being approved is on the horizon. However, the ability of
these potential new therapies to deliver on the promises
of improving patients’ lives and changing the course of the
disease is highly dependent on the capacity of the healthcare
systems and clinical practice to collect and integrate real-world
evidence on a common set of outcomes that are relevant to
patients, families and their healthcare professionals as well as
applicable to health economic evaluation. To be ready for this,
hopefully, in the near future we welcome you to join us, learn
from ROADMAP, innovate and become part of the solution.
The Organizing Committee,
THE ROADMAP EFPIA PARTNERS

Valéry Risson
(Novartis)
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BACKGROUND
In the context of demographic change, Europe is facing an
acute healthcare challenge. In no area is this more apparent
than in Alzheimer’s disease (AD) and dementia. AD and related
dementias affect nearly 50 million individuals worldwide with
prevalence projected to double over the next twenty years.
So far there is no cure for AD and challenges in the
evaluation of early disease interventions within the current
assessment systems have not changed. Consequently, the
precision medicine approach to health funding requires new
models that encompass all the available evidence for the
identification of best suited treatments for different groups
within the AD continuum.

WHAT IS ROADMAP?
The Real world Outcomes across the Alzheimer’s Disease
(AD) spectrum for better care: Multi-modal data Access Platform (ROADMAP) project is a public private consortium with
26 partners from Europe, coordinated by the University of
Oxford and Novartis.
ROADMAP brings together leading institutions and companies with an interest in improving the situation of people with
AD. Therefore, ROADMAPs goal was to evaluate the feasibility
and utility of an integrated data environment for RWE in AD by
evaluating disease progression and health economic models
and delivering guiding principles and recommendations on
combining data from different RWE sources.
In order to achieve this ROADMAP has had the opportunity
to use and analyse data of subjects from:

ROADMAP welcomes additional database providers,
interested universities, institutions as well as
companies to further expand its Europe-wide network
towards a potential onboarding for a phase 2

ROADMAP OUTCOMES
Interactive Data Cube
The ROADMAP Interactive Data Cube offers a ‘landscape’
on data availability in Europe. This 3D ‘heat map’ assessment
allows the visualisation of multiple data sources and how they
are able to capture the various Alzheimer’s disease outcomes,
together with their relevance for the different disease stages.
To this purpose, an exhaustive review process was conducted
to determine 148 key outcomes of Alzheimer’s disease and
their relevance for the different stakeholders and the stages
of the disease. Finally, an extraordinary effort was made to
populate the Data Cube with the availability of the information
within 77 data sources across Europe.

75 national databases and clinical registries .......... n ≈ 80M
more than 40 cohorts ................................................ n ≈ 2M
several studies using wearables and smart devices .... n ≈ 100K
5 dementia relevant trials ........................................ n ≈ 100K
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MAIN REPORTS

Panel session: “The state of Alzheimer’s disease in Europe innovation, value and challenges for HTA”. J. Bouvy, J. Georges,
R. Handels, M. Knapp & C. Reed, Health Technology Assessment
international (HTAi) Annual Meeting, 17-21 June 2017, Rome (Italy).
Gallacher J, ROADMAP Consortium. Real World
Evidence for Alzheimer’s Disease Outcomes.
Alzheimer’s & Dementia. 2017 Jul; 13(7): P523.
Reed C, de Reydet de Vulpillieres F, Gallacher J, ROADMAP
Consortium. Challenges in Optimising Real World
Evidence for Alzheimer’s Disease. The Journal of
Prevention of Alzheimer’s Disease. 2017 Nov: 4(4): P374.

MAIN PUBLICATIONS
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• Defining a minimum set of measurable real-world AD outcomes. Development of a matrix of prioritized outcomes according
to stakeholder group and mapping them against the data available
from DPUK cohorts and other relevant European datasets.
• Developing recommendations on RWE-appropriate, AD-related
cognitive, functional, and behavioral outcomes. Assessment of
cohorts and other data sources to identify intermediate (and possibly
theragnostic) markers that may be transferable to clinical practice.
• Identifying data sources and outlining a data strategy
for RWE outcomes. Providing an overview of data sources
available throughout Europe (not just within the ROADMAP
consortium), the tools available for identifying and combining
these data, and opportunities and strategies for pooling data.
• Developing new methods for collecting RWE to improve how
new treatments can be valued in AD. Engagement with regulators,
payers, HTA bodies, patients, caregivers, industry, and researchers.
The use of smart devices for self-report, social media, and direct
objective assessment applications was of particular interest.
• Providing recommendations for disease progression modeling.
Evaluation of both hypothesis-driven and machine-learning
approaches. Both approaches were informed by a review of
current models of AD pathology, and by using available datasets
for validation of selected models.
• Developing the concept of an integrated core health economic model of healthcare use/costs and health outcomes
in AD. Assessment of quality of life, resource utilization, and
costs associated with AD, and previous AD economic modeling
studies, and used systematic reviews to improve the evidence
base of long-term AD cost-effectiveness modeling.
• Identifying guiding principles on the use of RWE in AD
in the regulatory/HTA context. Collection and collation
of regula tory and HTA-related data to identify possible
recommendations for the development and incorporation of
RWE into clinical and market-access development plans for AD.
• Developing requirements for an ethical, legal, and social
issues framework for RWE in AD. Development of a report on
ethical, legal, and social issues arising from the combination of datasets from multiple countries for disease, health economic, and treatment modeling for AD, including requirements set out in national
ethical and legal frameworks governing local ethics approval.

Karagiannidou M, Wittenberg R, Landeiro FIT on behalf
of the ROADMAP Group, et al. Systematic literature
review of methodologies and data sources of existing
economic models across the full spectrum of Alzheimer’s
disease and dementia from apparently healthy through
disease progression to end of life care: a systematic
review protocol. BMJ Open 2018; 8: e020638.
Landeiro F, Walsh K, Ghinai I on behalf of the ROADMAP
Group, et al. Measuring quality of life of people with
predementia and dementia and their caregivers: a
systematic review protocol. BMJ Open 2018; 8:e019082.
Landeiro F, Wace H, Ghinai I on behalf of the ROADMAP Group, et
al. Resource utilisation and costs in predementia and dementia:
a systematic review protocol. BMJ Open 2018; 8:e019060.
Z Angehrn, H Karcher, F de Reydet de Vulpillieres,
C Nordon. Predictive Modelling for Secondary
Prevention of Alzheimer’s Disease: Ethical Concerns
and Social Implications Based on Targeted, Narrative
Literature Review. Value in Health, Vol. 21, S209.
Gallacher J et al. Challenges for Optimizing RealWorld Evidence in Alzheimer’s Disease: The
ROADMAP Project. J Alz Dis (submitted).
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18.30
—
19.00

Friday, 26 October, 18.30-19.00
ROOM: SALÓN AZUL

VALUING NEW AD
TREATMENTS FOR
REIMBURSEMENT AND
PATIENT ACCESS
HOW DO WE PREPARE
FOR THE FUTURE?
Páll Jónsson (UK), Robin Thompson (Switzerland)

19.00
—
19.30

Friday, 26 October, 19.00-19.30
ROOM: SALÓN AZUL

THE CONTRIBUTION
OF ROADMAP TO THE
RWE CHALLENGE
Johan van der Lei (The Netherlands)
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Páll Jónsson heads the Science Policy and
Research team at the National Institute for
Health and Care Excellence (NICE). He
leads NICE’s contribution to a portfolio
of international research projects, in areas
including big data and real-world evidence. Páll
has a PhD in biochemistry from University College London and
worked in academia and the pharmaceutical industry before
joining NICE. He sits on advisory boards of several international
projects in the area of health technology assessment.

18.30
—
19.00

Robin Thompson is an economist with over 25
years’ public and private health sector experience. Prior to his work in the pharmaceutical sector he was employed by the Centre
for Health Economics, University of York and
subsequently at WHO. His expertise focuses on
health technology assessment, specifically economic evaluation
methodology and policy. Robin is employed in the Value and Access
Department at Biogen in Switzerland, specializing in HTA Policy and
economic modeling within the neurodegenerative therapy area team.
He provides input to Work Package 5 and 6 of the ROADMAP project.

Johan van der Lei studied medicine in the
Free University of Amsterdam and received
his PhD from the Erasmus University Rotterdam. In 2000 he became Professor of Medical
Informatics and Chairman of the Department of
Medical Informatics at the Erasmus Medical Centre Rotterdam. Research of Johan van der Lei concentrates on the
development, evaluation, use, and impact of computer-based patient
records and decision support systems. His initial research focussed
on understanding the requirements for successful introduction of
information technology in medical practice. Once physicians started
using computer-based patient records, his research focus shifted
to using these records to build large observational databases. In
recent years, he worked on combining data from different European
countries. His department is coordinating several European Initiatives
aimed at facilitating the re-use of medical data for research.

19.00
—
19.30

9

19.30
—
20.45

Friday, 26 October, 19.30-20.45
ROOM: SALÓN AZUL

PANEL SESSION:
AD OUTCOMES
AND OUTCOME
MEASURES IN RWE
Moderator:
John Harrison (The Netherlands)
Clinical meaningfulness:
Kenneth Rockwood (Canada)
Outcomes fit for decision making:
HTA and Regulatory perspectives:
Anja Schiel (Norway)
Outcomes relevant for patients & caregivers:
Alison Evans (UK)
Standardisation of outcome measures:
Andreas Monsch (Switzerland)
Clinical practice and AD outcomes
Octavio Rodríguez Gómez (Spain)
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John Harrison is an Associate Professor with
the Alzheimer Center at the VUmc in Amsterdam and Visiting Professor at the Institute
of Psychiatry, Psychology & Neuroscience,
King’s College London. He is also Principal
Consultant at Metis Cognition, an applied
psychology practice established to advise with the selection
and successful integration of cognitive testing into therapeutic
development programmes. John holds Chartered Psychologist
and Chartered Scientist status with the British Psychological
Society, of which he is an Associate Fellow. He has authored/
co-authored more than 70 books and scientific articles, including
a popular neuroscience book ‘Synaesthesia: The Strangest Thing’.

19.30
—
20.45

Kenneth Rockwood is a Professor of medicine
(geriatric medicine and neurology) at Dalhousie and an active staff physician at the Queen
Elizabeth II Health Sciences Centre. He is also
the Dalhousie Medical Research Foundation
Kathryn Allen Weldon Professor of Alzheimer
Research at Dalhousie University. A native of Newfoundland, he
received his MD from Memorial University, and completed internal
medicine training at the University of Alberta and geriatric medicine
at Dalhousie University. A leading authority on frailty, Kenneth Dr.
Rockwood has more than 450 peer-reviewed publications and nine
books to his credit, including the eighth edition of Brocklehurst’s Textbook of Geriatric Medicine & Gerontology. He is Associate Director
of the Canadian Collaboration on Neurodegeneration in Aging, and
leads its Quality of Life theme, and Knowledge Translation platform.
Anja Schiel works at the Norwegian Medicines Agency (NoMA) as senior assessor/
head statistician both on regulatory (EMA)
and HTA assessments. She is currently Chair
of EMA’s Biostatistics working party an is the
Norwegian alternate member to the scientific
advice working party. NoMA has extensive experience in providing parallel scientific advice in the context of EUnetHTA early
dialogues something close to her particular interest in use of
statistics in pharmaco-economic evaluations.
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Alison Evans is head of Policy and Impact at
Alzheimer’s Research UK, where she leads
the policy work on influencing the dementia research landscape and preparing the
NHS for future treatments. She previously
worked as Head of Research and Policy at The
Brain Tumour Charity where she developed a new research
strategy and led HeadSmart, an early diagnosis awareness
campaign. Alison has experience in biomedical research
funding and policy development across the voluntary sector
including working at the Wellcome Trust.

19.30
—
20.45

Andreas U. Monsch is the head of the Memory
Clinic at the University Center for Medicine of
Aging, Felix Platter Hospital Basel, Switzerland. He is a certified neuropsychologist and
professor of psychology at the University of
Basel, Switzerland. His research interest focuses
on the early detection of AD and related disorders. He has published more than 150 papers and book chapters.
Octavio Rodríguez-Gómez is a clinical neurologist by background. He began his work at
Fundació ACE in 2012, where he is combining
clinical work in the diagnosis and treatment
of people with cognitive impairment and
research activity. He has been involved as a
sub-investigator in more than 30 clinical trials
for the treatment of Alzheimer´s disease and mild cognitive
impairment. His scientific interest is focused on the early diagnosis and prevention of AD, paying special attention to preclinical
AD and subjective cognitive decline. Rodríguez is coordinating
Fundació ACE´s strategy on patient engagement, preclinical
diagnosis and prevention of dementia. He is also involved in
the coordination of MOPEAD, a multi-centric European study
focus on patient engagement strategies (www.imi-mopead.eu).
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Friday, 26 October, 20.45-21.00
ROOM: SALÓN AZUL

LEARNINGS FROM
ROADMAP
WHAT IS NEXT?
Valéry Risson (Switzerland)

14

REAL WORLD OUTCOMES ACROSS THE AD SPECTRUM FOR BETTER CARE

Valéry Risson works at Novartis AG as director of HEOR in the neuroscience franchise.
As such he is responsible to define and
implement the evidence strategy for the
pipeline products. His area of expertise
covers a variety of topics including advance
analytics methods, decision models as well as evidence synthesis.
Valéry joined Novartis in 2012 in pharmaceutical development
where he worked on the development of quantitative models
and decision analysis to support strategic and operational
decisions. The main topics around his projects were decision
structuring, forecasting and risk management.
Valery received his Ph.D. in Applied mathematics from Paris,
school of Mines, France and MBA from IESE in Barcelona, Spain.

20.45
—
21.00
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ROADMAP PARTNERS
ACADEMIA

EFPIA

REGULATORY AGENCIES

SMEs

 Visit our website www.roadmap-alzheimer.org

PATIENT ORGANISATION

 Follow us on Twitter @IMI2_ROADMAP

This project has received funding from the Innovative Medicines Initiative 2 Joint Undertaking under
grant agreement No 116020 (“ROADMAP”). This Joint Undertaking receives support from the
European Union’s Horizon 2020 research and innovation programme and EFPIA. http://imi.europa.eu/

