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Previous project: Visualization of Group Related 

Differences in Histopathology Data

• Project vision:

To explore the use of various software applications for visually displaying 

histopathology data in novel ways to aid with data analysis and communication 

of findings, and to promote the use of the SEND standard for enabling this 

technology

• Project status: 

• Project initiated in 2015

• 3 years in existence, project completed Q1 2018 

• Accomplishments:

• 3 posters presented at FDA PhUSE CSS in 2016, 2017 and 2018

• Publication from project team (Reg Tox and Pharmacol 2016; 82:167-172)

• Publication from project team members (Tox Path 2018; 46(5):476-487)

• Introduction of “HistoGraphic” as novel graphical display tool

• Project WIKI:

www.phusewiki.org/wiki/index.php?title=Visualization_of_Group_Related_Differ

ences_in_Histopatholgy_Data

http://www.phusewiki.org/wiki/index.php?title=Visualization_of_Group_Related_Differences_in_Histopatholgy_Data


HistoGraphic

A dynamic tool for displaying and analyzing pathology data from single or multiple studies



New Project Proposal for 2018

Data Visualization as an Enabler for Nonclinical Safety 

Signal Detection

• Objective

• Explore how data visualization can be used as a means for enabling safety signal 

detection within the scope of nonclinical data

• Strategy

• Algorithms for assisting with identification of safety signals will be identified in the 

literature and/or in use for clinical data

• Graph nonclinical data utilizing algorithms and/or display tools to highlight potential 

safety signals

• Reinforce the utilization of standardized data (i.e. SEND format) for enabling signal 

detection or analyses 

• Key Enabler

• Access to nonclinical data from the IMI eTOX and eTRANSAFE Consortiums

• Initial Deliverable:
• Poster presentation at June 2019 FDA PhUSE CSS 



Example: eDISH plots for identifying clinical drug 

induced hepatotoxicity

Merz et al, Drug Safety 2014; 37 (Suppl 1):S33-S45



The eTOX consortium/project developed a huge drug safety database from 

pharmaceutical industry legacy toxicology reports and from publicly available 

toxicology data. It also developed innovative in silico strategies and novel 

software tools to better predict the toxicological profiles of small molecules in 

early stages of the drug development pipeline. http://www.etoxproject.eu/

This IMI project was devoted to large-scale sharing, data-basing and mining of 

industry legacy tox reports and included predictive models and has a central 

tool for database querying and running the predictive models. Furthermore, a 

series of purpose-fit ontologies were developed which are supported by the 

OntoBrowser (a project deliverable). http://www.etoxproject.eu/results.html

There was significant collaboration (partnering

and shared funding) with ‘efpia’ Companies:

What is 

http://www.etoxproject.eu/
http://www.etoxproject.eu/results.html
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Efficient and adequate safety assessment remains one of the main challenges in 

the drug discovery, development and submission process. Recent advances (i.e. 

eTOX) have shown that sharing public & private pre-clinical data is achievable. 

In parallel, the electronic CDISC-SEND format has been chosen for preclinical data 

submission to the FDA. This offers the opportunity to generate and exploit large 

volumes of organised data to allow the in-depth assessment of the preclinical 

species predictivity to human.

Ultimately, the challenge is to enhance the drug development process by better 

prediction of outcomes and, in so doing, reduce the number of failed studies with a 

consequential reduction in the use of animals.

See http://etransafe.eu/

The need for eTRANSAFE (IMI2))

http://etransafe.eu/
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http://www.etoxproject.eu/results.html


• Develop an internationally accepted guideline for data sharing

• Accrue large sets of preclinical and high-level clinical safety data

• Conduct retrospective data analyses to assess the translation of preclinical to 

clinical safety outcomes (i.e. interconnection with human data)

• Ensure that participating companies have similar or greater access to data than 

regulators to facilitate discussion

• Achieve regulatory readiness (supporting/implementing SEND)

• Develop innovative tools for data mining, analysis, visualisation and predictive 

modelling to support the optimization of study designs and translational safety 

assessment

Aims of eTRANSAFE


