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Background and Objectives
Concepts of Drug/Disease Modelling and Simulation (DD M&S) have internationally gained

attractiveness and importance in drug development (known as model-based drug development) as
well as in therapeutic use (to be named as model-based patient care). However, the role, impact,
benefit, weakness and potential of DD M&S activities provided by different stakeholders involved
in this process have not been explored yet. Additionally, questions of what is required and
currently available in terms of technical and conceptual skills and competencies have rarely been
addressed.

The aim of this project was therefore to perform a survey to collect individual feedback from the
DD M&S community:

to better understand the current technical and conceptual requirements for DD M&S and

to create a landscape including the identification of core competences as well as
opportunities and weaknesses to be considered as topics for training and education purposes.

Materials & Methods

Target audience and distribution
= Online survey using the SurveyMonkey system open between Nov 2011 and Jan 2012
= Target audience: ’Modellers’ - develop models/perform DD M&S activities,
apply/interpret results from DD M&S activities
- review DD MA&S results
"Multi’ - are involved with all of the above DD M&S activities

= Distribution to /via members of the IMI DDMoRe project consortium (i.e. internal and external)
Structure and design:
= 5 domains: |. Impact and benefit of DD M&S, Il. Area of involvement/engagement,

l1l. Technical use/skills and methodological concepts, IV. Gaps & Challenges,

V. Willingness to share data/models for training & education (T&E) purposes
= Question types: Single/multiple choice; weighted answers; free text Q
Data analysis:
= Graphical and descriptive statistical evaluation using R and Excel MS
= Data stratification according to type of organisation, level of experience and DD M&S activity
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Domain V. “Willingness to share data/models for training & education purposes”
T&E highly benefit from implementing models based on real-life data. Whereas the vast majority are willing to share published models (~90%) and data (80%), the majority is unwilling for unpublished models or data:
here, only less than half and only one third is willing to share models and data, respectively, for T&E purposes

Conclusions and Perspectives

The survey provided a landscape of role, impact, weaknesses and requirements in DD M&S primarily
based on experts who develop or perform DD M&S. DD M&S has a perceived impact from under-
standing fundamental mechanisms to supporting decision making both in drug development and
therapeutic use of medicines. However, its potential seem to be not fully exploited yet. Areas of
involvement of Academia and Pharma seem partly complementary. Due to the various levels
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of complexity in methodology, a large panel of competences is required to ensure performance and
communication within and outside DD M&S community. More than 2/3 of responders, although often
trained in several aspects of DD M&S, would participate in further training if given the chance.

In next steps, the landscape shall be used to develop a competence framework for future training and

education curricula, which will go beyond technical and statistical aspects; understanding of the clinica
implications of modelling assumptions as well as communication skills are urgently needed.
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