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Summary of activities EUCADET

26t November 2011, EnprEMA meeting to set up new networks,
EMA Head Office, London

25" May 2012 and 21st September 2012, workshops to initiate the
network involving industry and academia.

2012, Full support from the European Society for Paediatric
Endocrinology and the International Society for Paediatric and
Adolescent Diabetes

Workshop at the EMA Paediatric/adolescent T2D Workshop

25t February 2013 Paediatric investigation plans in type 2 diabetes
mellitus. Scoping of T2D registries

2014 Diabetes Care paper Joining Forces: A call for Greater
Collaboration to study New Medicines in Children and Adolescents
with Type 2 Diabetes Janina Karres , Valerie Pratt , Jean-Marc
Guettier, Jean Temeck , William V. Tamborlane , David Dunger,
Cristina Bejnariu , Carine De Beaufort, Paolo Tomasi

Diabetes Care 2014:37:2665-2667



European Children and Adolescent Diabetes and Endocrinology
Clinical Trials network (EUCADET)

Steering Committee meeting — D=
/
MRC Head Office London EEDSSI%E

10th February 2015 Paediatric Endocrinology

Coordinators: Professor David Dunger - University of Cambridge
Professor Mehul Dattani - University College London
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Summary of activities

26" November 2011, EnprEMA meeting to set up new
networks, EMA Head Office, London

25 May 2012 and 21st September 2012, workshops to
Initiate the network involving industry and academia.

2012, Full support from the European Society for

Paediatric Endocrinology and the International Society for
Paediatric and Adolescent Diabetes

Workshop at the EMA Paediatric/adolescent T2D
Workshop

25" February 2013 Paediatric investigation plans in type
2 diabetes mellitus. Scoping of T2D registries

Approach to Efpia re IMI call and
need for a European Endocine
Diabetes paediatric clinical network



Infovative Medizings Initisthe

ist Call for Proposals 2014

Innovative Medicines Initiative 2

Yersion 3.3

TABLE OF CONTENTS

INTRODUCTION

1. TRAMSLATIONAL APPROACHES T DISEASE MODIFTIMG
THERAFT OF TYPE 1 DIABETES MELLITUS (T1DM )

DISCOVERT AMD WALIDATICON OF NOWVEL ENDPOINTS IN DRY

AGE-RELATED MACILAR DESEMERATION AND DIABETIC
RETIM OF ATHY

COMDITIONS FOR THIS CALL

efpia

Inn 0wt ve Medioine s iniat v I INTY 201301740
Posl mall: BJU, T 55,0 fke &5 1048 Brssels WEE ion T July 2013
Wil ing address: Auene de |3 Tolson d'0r, S50, 1050 Brussel:

Bl + 22221 8181 -+ 22218174

MMM B oA ey




IMI2 Call -Translational approaches to disease

modifying therapy of type 1 diabetes mellitus (T1DM)

e The T1DM program in IMI2 invites applicant consortia to build a cross-functional research
initiative with the objective to launch a program that could lead to prevention as well as
T1DM disease modifying and ultimately to a curative therapy in the future.

*  To achieve this ambitious goal deeper insight to the heterogeneous, phenotypical
characteristics of people either at risk of developing TLDM or having manifest disease is
required.

e Using state of the art technologies it is envisioned that the successful consortium will focus
on a complete mapping of interactions between the immune system and pancreatic beta
cells in humans and on the environmental changes that has led to increased disease
incidence.

 The programs should embrace a strong focus on translational medical activities initiated at
the bedside, refined at the workbench, and then finally brought back to the bedside for
clinical validation of potential therapeutic approaches aiming at fundamentally preventing,
halting, and reversing the B-cell destructive course of TIDM.



Unique opportunity to really tackle type 1 diabetes:
From basic research to clinic, novel therapeutics
clinical trial design and new surrogate biomarkers

of disease progression
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Translational
approaches to disease
modifying therapies
in type 1 diabetes

10am to 4pm
Tuesday 29" July 2014

University Hospital Gasthuisberg,
Leuven, Belgium

Chairs: Professor David Dunger - = . {

M

and Professor Chantal Mathieu .-
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Katholieke Univeristeit Leuven
Qude Markt 13

3000 Leuven

BELGIUM

IMI reference: IMI2Z/OUT/2015-01898 Brussels, 26 June 2015

Subject: Innovative Medicines Initiative 2 Joint Undertaking
Call for proposals: H2020-JTI-IMI2-2014-01
Proposal: 115797 — INNODIA
Result of Evaluation [ Invitation to grant preparation

Dear Coordinator,

We are pleased to inform you that the aforementioned proposal has been favorably evaluated by the
Innovative Medicines Initiative 2 Joint Undertaking (IMI2 JU). Consequently, we wish to proceed to the
preparation of the Grant Agreement based on your proposal.
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Clinical Centres
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TRANSLATIONAL APPROACHES TO DISEASE MODIFYING THERAPY OF
TYPE 1 DIABETES: AN INNOVATIVE APPROACH TOWARDS
UNDERSTANDING AND ARRESTING TYPE 1 DIABETES (INNODIA)
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Going forwards in INNODIA

How do we engage with the EMA to accelerate the potential of INNODIA

To develop novel interventions , novel trial design , use of novel biomarkers
which could accelerate and simplify drug development to prevent the
progression of T1D in the newly diagnosed subject with T1D or reduce the risk

of progression too T1D in those at risk in the normal population.

Could IMI-2 and INNODIA result in a novel relationship with EMA ,academia
and industry which could accelerate and simplify drug development and

provide an exemplar for other relatively rare paediatric endocrine disorders
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