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Fostering Translational Research

Introduction
6 The Challenge

6 UK Clinical Research Collaboration, Clinical Research Networks and
NIHR Biomedical Research Centres

Examples of significant recent activities in the UK

6 MRC, NIHR and the OSCHR Translational Medicine Board
d Translational Research in Cancer

What can AHSCs learn and how can they add most value?
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The Challenge: too expensive, less innovative, some specific UK problems and advantages

Preclinical studies

Research team formed Movel chemicals Chemicals tested for Formulation, stability Company files

and objectives set synthesized efficacy and safety in scale-up synthesis, Investigational New
test tubes and animals. chronic safety in animals Drug (IND) application
Resuits used to choose with FDA

drug candidate.

Clinical studies

A —er {—m

Drug is approved FDA reviews NDA Company files New Phase IlI: large clinical Phase II: studies Phase |: studies
for marketing Drug Application (NDA) trials in many patients in patients (efficacy) in healthy humans
{toleration)
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Fostering Translational Research

First Opportunity for Academic Health Sciences Centres

Make Model Agreements for both Commercial and Non-Commercial Research in the
NHS REALLY work across the entire AHSCs Network

O«

| f you can do this, other Centres would h
completely excluded from UK clinical trials participation

O«

O«

It is therefore essential that AHSCs work effectively TOGETHER or this will be a lost
opportunity. Academic competition cannot be allowed to undermine this.

(@]

Collaboration with UKCRN, NIHR IT System and the Research Ethics Committees

Joint working has to be the theme for AHSCs

(@]
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Since the Cooksey Report i n December

Department for Innovation,
Universities and Skills

Department of Health,
England

Translational Public Health
Szl Medicine Board Research Board
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Fostering Translational Research
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Figure 2: Increase of funding for the MRCINIHR from the Coolssy uplift in the C5R 2007
(main graph) and MRCONIHR budgets after the C5R 2007 (insert) over the current (SR penod
(£ millan).
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Fostering Translational Research

Pl ease dondt shoot the messenger
Aranslational Research has started from a very low baseline in some areas

ASupport will be needed to sustain the case in the 2011 Comprehensive
Spending Review

MPlease make your concerns known to OSCHR/MRC/NIHR before complaining
in the public domain

AVe realise it isno6t perfect at this st.
t o

MHSCs will need work with their Asu
current funding
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Fostering Translational Research: the OSCHR Process

Strateqgic Initiatives: Patient Cohorts, Biomarkers, Disease Models, University
Translational Pump Priming, Translational Stem Cell Research

Developmental Pathway Funding Scheme : Increasing role for MRCT and
MRCT Development Lab

Early Clinical Studies

Evaluation and Trials: Efficacy and Mechanism Evaluation, Health Technology
Assessment, Global Trials

Methodoloqgy: Clinical Trials Unit Infrastructure, Methodology Research Programme,
MRC Methodology Hubs

Public Health and E-Health Records Research
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@ HM Government

OFFICE FOR STRATEGIC COORDINATION
OF HEALTH RESEARCH

CHAIRMAN'S FIRST
PROGRESS REPORT
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Table 1: A summary of the new initiatives descnibed in Chapter 3 together with information

on the planned commitment of funds from the Cookssy uplift at the end of the current

C5R penod.

- -

Translational Medicine Research
Supporting Developmental Research

Developmental
Pathway
Funding Schama

Early Clinical
Studies

To support the development
of novel therapies,
imterventions and diagnostics,
and the research tools used to
achieve this development.

To strengthen support for
exploratory ~first into man™
studies and early-stage clinical
trials (Phase I/l trials).

scientific advances £10.1 million
are progressed more
quickly from discovery

to early evaluation.

Increased volume £6 million?
of high-quality

exploratory clinical

studies being

undertaken in

the LK.

Targeted Initiatives against Identified Bottlanecks in Translational Research

To validate and qualify
potential in vivo, in witro and
in silico models of human
diseasa.

To support the further
development of potential
biomarkers andfor to evaluate
potential biomarkers for their
predictive and prognostic
capability for the diagnosis of
disease, diseasa heterogeneity
and underlying mechamnisms,
susceptibility, exposure or
response to imterventions.

Robust models of £3.3 million
disease allowing the

faster identification

of targets and

development of novel

therapies.

Robust biomarkers of | £3.2 million
disease allowing the

faster identification of

targets, development

and evaluation of

novel therapies.

IEALTH PARTNERS



Page 11

Patient Research
Cohort Initiative

Stem Cells and
Regenerative
Medicine

To support the creation or
further development of small
cohorts of individuals who
have been predsaly defined in
terms of their phenotype and
medical history.

To enable novel interventions
to be tested more swiftly
through exploratory trials

in small groups of carefully-
characterised patients, using
relevant dinical endpoints or
well-validated proxy measures
for those end-points.

To help universities to quickly
dovelop their translational
research activities, supporting
the recruitment of key research
leaders to the UK, making
substantial investments in the
UK's research infrastructure,
and supporting staff to deliver
translational programmes.

To support fundamental
stem cell research, furthering
translation towards
application and therapeutic
development, and building
further capacity in stem cell
resgarch.

To fill a key £1.1 million?

translational gap
{Cooksey’s “first
translational gap™)
by taking novel
interventions swifthy
from the laboratory
imto early-stage
dinical studies.

To speed up the
development of mora
targeted therapies,
naw diagnostics and
novel preventative
measures in areas
of high health

nead — bringing
benefits for patients
and encouraging
companies to
innovate in the UK.

Increased capacity £8.3 million
and capability for the

UK academic sector

to undertake world-

leading and cutting-

edge translational

research.

Maximising the £8.1 million*
competitiveness and

impact of UK stemn cell

research, with world-

dass tools, resources

and skills.
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Key initiative Aims Intended impact Planned
commitment
at the end of
2010/11

Large-5cale Evaluations

Efficacy and To support clinical trials and To fill a key Mo spedific

Mechanisms other well-designed studies translational gap funding from

Evaluation (EME) | which are focused on adding by taking promising O5R uplift

Programme to our understanding of interventions swifthy

mechanisms and efficacy of from early-stage
interventions. dinical studies
into larger dinical
studies designed
to provide greater
understanding of an
intervention's efficacy
or machanism of
action.

Programme To provide reliable, relevant To fill a key 67 million®

of Large-Scale research evidence on tha translational gap

Evaluation and | effectivenass, costs, and by evaluating

Trials broader impact of promising the performance

health interventions. of a promising
intervention in a real
health service setting.

Centres for To develop an inmovative To fill a key £20 million

Leadership in model for conducting applied | translational gap

Applied Health health research and (Cooksey's “second

Research and
Cara

translating research findings
into improved outcomes for
patients.

translational gap™)
by identifying and
evaluating those
new interventions
that are effective
and appropriate for
everyday use in the
NHS, and
establishing
effective processes
to implement them
im routine clinical
practice.
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