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Why IDEAS Matter?
Drug development is a long and costly process
which suffers from the major shortcoming that
frequently failure is often only determined during
the final stage. Advanced statistical methods for
study design, evaluation and analysis, employed
already at the early phases of drug development,
have a great potential to increase the efficiency of
the development process.
IDEAS is a European training network for early
stage researchers working on statistical methods
for early drug development. The network com-
prises of 8 full partners and six associated part-
ners at major European universities, the pharma-
ceutical industry, and consulting companies.
IDEAS is training 14 researchers in medical
statistics by providing a tailored programme that
includes specific training on quantitative methods
for early drug development and generic skills for
statisticians:
• Train early-stage researchers in state of the art

methods for designing, evaluating and
analysing early phase studies;

• Raise awareness about cutting edge methods
for designing and analysing early phase studies
among trialists and clinicians alike;

• Develop novel methodology for early phase
studies;

• Provide an international, collaborative
environment in which the academic research
experience is paired with the challenges of
undertaking drug development within the
private sector.

Highlights of an ITN
Network
• Focus on collaboration and creating a network

of researchers
• Chance to move to another country
• Students from around the world
• A lot of training activities: Summer Schools,

specialised courses, webinars, 3-month
placements at partner institutions, conference
attendance

Blogs: Role of the
Statistician in Drug
Development
• Survey sent out to experts from academia and

industry
• Drug development from a statistician’s point

of view
• Pre-clinical, Phase I, Phase II and Phase III Trials
• Responsibilities, challenges faced, collaborations,

innovative designs and trends in a given phase

List of Projects
1 Dose finding for combination trials with many

treatments
2 Pooling information on progression-free and

overall survival in multi-arm cancer trials
3 Using pre-clinical information to establish a

safe dose in first-in-men studies
4 Development of a biomarker score to identify a

subgroup of treatment responders
5 The impact of interim decisions of data and

safety monitoring boards
6 Optimal designs and analysis methods for the

development of Biosimilars
7 Subgroup Analyses in Early Phase Clinical

Trials
8 Innovative designs for combination of existing

therapies
9 Modelling and simulation for the early

development of a modified administration
route

10 Bias and precision in early phase adaptive
studies and its consequences for the decisions
about conducting and designing confirmatory
studies

11 Interval estimation for dose-finding studies
12 Statistical methods for phase I/II trials of

molecularly targeted agents in oncology
13 Statistical aspects of animal to human

translation
14 Detecting pharmacodynamic drug-drug

interactions

Project 6 Highlights:
• Optimal design and analysis methods for

the development of biosimilars
• Aim: Development of statistical approaches

for making the design and analysis of
clinical biosimilar studies more efficient by
making better use of the available data and
improving the decision making process

Project 9 Highlights:
• Modelling the controlled release data of a

transdermal patch
• Aim: Find a suitable model for the drug

release of a patch (to optimise its exposure
in a subsequent step

Dissemination Workshop
• Save the date: Join us to learn about the

methodologies developed by IDEAS on
Wednesday, 26th September,
9:00-17:00hs, at Novartis, Basel,
Switzerland

• Free Registration: To book your free
place, please contact Pamela Forster
(p.forster@lancaster.ac.uk)
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