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 Type: Coordination and Support Action 

 European Commission: H2020 Work Programme 2018-2020

 Project duration: 3,5 years (Jan 2019- Jun 2022)
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Computational models for personalized medicine – data 
integration and model validation
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Recommendations and standards for 
 Data integration
 Model validation
 Legal/ethical issues (e.g. patient rights, 

GDPR)

Target communities
 European collaborative research
 Funding organizations

Key objective: Development of formal 
standardization documents
ISO-Technical Specification for 
computational modelling approaches
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Rationale to develop an ISO Technical Specification
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Currently
 No broadly accepted standards for 

health & disease data integration for 
predictive modelling

 Many grass root but non-binding 
standards

 Fragmentation

Clear need for common standards for
 for data integration and 
 model validation 
 a broad adaptation of theses standards 

in health and clinical research

Funders Research

Vorführender
Präsentationsnotizen
Central objectives 
to assess and evaluate national standardization strategies for data integration as well as data-driven in silico modelling approaches 
to harmonize and develop universal standards as well as recommendations for in silico methodologies applied in personalized medicine approaches 
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ISO Deliverables

5

 ISO Standards

 ISO/TS Technical Specifications

 ISO/TR Technical Reports

 ISO/PAS Publicly Available Specifications

 IWA International Workshop Agreements

 ISO Guides

Source: www.iso.org

normative
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ISO Technical Specification
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A Technical Specification addresses work still under 

technical development, or where it is believed that 

there will be a future, but not immediate, possibility 

of agreement on an International Standard. A 

Technical Specification is published for immediate 

use, but it also provides a means to obtain feedback. 

The aim is that it will eventually be transformed and 

republished as an International Standard.

Source: www.iso.org
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ISO-Technical Specification for computational 
modelling approaches
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ISO/AWI TS 9491

Biotechnology — Recommendations and requirements for 

predictive computational models in personalised medicine 

research — Part 1: Guidelines for constructing, verifying and 

validating models
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Scope ISO/AWI TS 9491

This document defines challenges and requirements for predictive 
computational models constructed for research purposes in personalised
medicine. It specifies recommendations and requirements for the setup, 
formatting, validation, simulation, storing and sharing of such models, as well 
as their application in clinical trials and other research areas. It summarizes 
specific challenges regarding data input, as well as verifying and 
validating of such models that can be considered as best practices for 
modelling in research and development in the field of personalised medicine.
This document also specifies recommendations and requirements for data 
used to construct or needed for validating models, including rules and 
requirements for formatting, description, annotation, interoperability, integration, 
accessing, as well as recording and documenting the provenance of such data. 
This document does not provide specific rules or requirements for the use of 
computational models in the clinical routine, or for diagnostic or therapeutic 
purposes.
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Content example: Models
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Content example: Data preparation
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Content example: Model validation
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