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Introduction

The ROADMAP communications team carried out an interview with the
Project Coordinator, Prof. John Gallacher from the University of Oxford.

He will tell us about ROADMAP’s focus, the importance of real-world
evidence and how data becomes evidence amongst other interesting

aspects about the project.

Meet the ROADMAP leadership

Project Coordinator Prof. John Gallacher is Director of the MRC Dementia
Platform UK, a public-private-partnership of 34 cohorts enabling rapid and
secure data sharing to accelerate new treatments for dementia. He is also
Professor of Cognitive Health at the University of Oxford and an Honorary
Professor at Cardiff University. Prof. Gallacher is Principal Investigator for
the Caerphilly Prospective Study and has developed the study’s focus on
ageing and dementia. As a member of the UK Biobank Steering Group, he
leads on cognitive and psychological assessment.

Project Leader Frédéric de Reydet de Vulpillieres is WorldWide Market
Access Director NS at Novartis and has 18 years’ experience working in
healthcare industry with focus on payer and patient access. He joined
Novartis from F. Hoffmann-La Roche AG where he was responsible for the
development and execution of Global payer and patient access strategies in
oncology. Prior to this experience Frédéric was UK-based working for IMS
Consulting (formerly Cambridge Pharma Consultancy). He holds a Master
(MSc) in Economic Evaluation in Health Care from London City University as
well as BA Business Administration from London Guildhall University.
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What is ROADMAP’s focus?

ROADMAP focuses on the diagnosis of Alzheimer's disease (AD) and the
care associated with it. AD itself has a prodromal period, followed by
symptoms, diagnosis, care and death. We are looking at the disease
model, which will in principle be able to go all the way through ifs
spectrum to death, but it is actually primarily focussed on the early

detection of symptoms leading to diagnosis.

Why are you doing research on real-world
evidence (RWE) and real-world outcomes?

It all comes down to evidence of causation. What people would
describe as the best evidence of causation is doing a randomised
controlled trial. In these types of clinical trials, scientists aim to keep all
factors constant, except for the intervention. They can therefore be
more confident in inferring causation form the results of the study.

The problem is that we don't live in a well-controlled real world. The real
world we live in is full of all sorts of things like housing, economic and
social problems, to hame but a few. Moving from the conclusion “this
compound is efficacious in a trial” to “this compound is similarly effective
in the real world” is therefore a very big and usually unwarranted leap.
We use data collected in an imperfect environment, such as electronic

health records (EHR's), cohorts and patient reported outcomes.
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In this context we try to ask a very important question. Do we find
evidence that is consistent with what is found in trials and can we use

that evidence to go one step further and inform funding modelse

How does data become evidence?

Data is typically a collection of numbers. This data can be furned into
evidence in relation to a particular question (how numbers become
meaningful). Typically this happens in some sort of course or process. It
might be a disease course/process, for example, or a social
course/process. Imagine a research question that aims to answer if X
affects Y. This could be a cause or nexus you are looking at. It is the
strength of the cause of inference (and the limitations of it), which

enables data to become evidence.

What are the particular strengths of ROADMAP?

ROADMAP is very well established in terms of developing methods, with
a much more thorough understanding of the RWE landscape. Once this
is established, RWE needs to be used to answer specific questions.
ROADMAP will address some straightforward questions as proof of
concept. At the same time we are really looking forward to a potential
stage 2 proposal where we can use this understanding and the

infrastructure we developed to address a whole range of RWE issues.
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What are the specific challenges you aim to
tackle?

Going from a disease progression model to a health economic model is
very difficult, because AD is a complex multifactorial condition. We
identified a relatively simple model and once we have established that,
we work out more sophisticated versions of it. Having done that, it will
give us a basis to look at different regulatory environments as well as

different caring environments to evaluate the cost of intervening in AD.

What is the overarching goal in this endeavour?

| think we need to have realistic estimates of cost, so we can achieve @
social consensus amongst all the stakeholders over payment and care
models for AD. Achieving that social consensus, which | think is the
ultimate goal of all of these sorts of projects, would be a fantastic

achievement.
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How do you envisage a 2nd phase of ROADMAP?

During phase 1 we are laying a strong collaborative foundation with
many stakeholders from such a broad set of communities and so many
different technologies and we are probably the best placed Consortium
globally to address specific questions. For phase 2, | would expect us to
put in a very strong proposal and invite different communities to submit
their research questions, do the analysis and provide the evidence to
see how well these questions can be answered.

In some cases the questions can’t be answered very well and that will
then give indications of what data needs to be collected. On the other
hand, many questions will be answered very well and that will add to our
ability fo make funding decisions and identify further research priorities.
Stage 2 willinclude more databases from more countries so that we can
confirm how different health economic models will work in different
jurisdictions and different healthcare systems.

| think that ROADMAP is in a very strong position to help develop a
consensus over payment and care models for AD. The precision
medicine environment is fairly fast moving and old models of funding do
not work, therefore we are looking forward to working with all the

stakeholders to help arrive at a new consensus.
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