
Easy to visualise systemic exposure in human (far left) compared to animals for non
-adverse findings and adverse toxicity  (left to right, AUC on x axis). 
 
In this fabricated example there is ample overage between animals and human. 

Another example: 
- no findings in the dog 
- range of different human doses are described 

Introducing measure of pharmacological potency 
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Explore how data visualization can be used as a means for enabling safety signal detection within the 

scope of non-clinical data. 

As an example, analyses of clinical trial safety data have utilized eDISH plots of serum ALT activity and   

total bilirubin levels for signal identification of hepatotoxicity (based on Hy’s Law). Could this and similar 

approaches be translated to non-clinical data? 

The intent is for the project to utilize existing software visualization tools (including HistoGraphic which 

was developed in the team’s preceding project) to demonstrate potential safety signal detection using 

the identified algorithms or visual cues.  

A key project deliverable will be to reinforce the importance of promoting standardized nonclinical safety 

data in SEND format (e.g. LB, MI & MA domain data) as a signal alert enabler.  

Original Objective 

eDISH Plot 

1. Is your organization using visualization tools 
(e.g. graphs, plots, etc.) for depicting and 
analyzing clinical safety data? 

7. Are you able to share representative 
graphics for clinical safety data (such as from 
publications or meeting presentations)? 

2. What types of data are being graphed/ visu-
alized for analyses (e.g. clinical lab test re-
sults, adverse event data, cardiovascular da-
ta such as blood pressure, heart rate, ECG 
parameters)? 

8. Are published references available which 
demonstrate the use of these graphics and/
or safety algorithms for clinical safety data? 

3. What types of graphical displays or outputs 
are being produced? 

9. Just as Hy’s Law is one possible indicator of 
DILI, are there other such published guide-
lines/rules/analysis that relate to safety as-
sessments in a human/clinical context? 

4. Are statistical tests associated with the 
graphical outputs? 

5. What software tools or applications are be-
ing used and for what purposes? Are these 
commercial applications or in-house custom 
applications? 

10. Are there Adverse Events that would trigger 
a specific sequence of assessments of labora-
tory or clinical observations on trial partici-
pants? If so is there a standard protocol (or 
published papers)? 

6. Is your organization utilizing safety signal 
algorithms for analyzing clinical data (e.g. 
eDISH plots and Hy’s Law)? 

11. For each of the standard safety tests you 
listed are there standard ways you like to 
present the data - graphically or tabulated? 

Questionnaire 

 

Enhanced Objectives 

 Visualisations using SEND-formatted datasets, derived from Open TG-GATEs datasets, to develop a model to predict hepatocellular necrosis Several data visualisation demonstrations were given 
that identified two safety-oriented  approaches which 
complement the original project objective:  Visualisations to show the translation of animal safety findings to human therapeutic dose and/or exposure 

 

 

Predicting Hepatocellular Necrosis 

 SEND-formatted datasets  provide an ideal platform for applying 

computational operations on measurement data 

 Open TG-GATEs provides a vast resource which, when mapped 

into SEND, provides huge computational potential 

Translating Animal Findings to Human 

 Safety/Efficacy Tools are used in industry to visualise translation of animal safety findings to human 

 No current harmonised view on how to construct these visualisations  

 Bespoke applications often developed in house, so not generally accessible  

 Bespoke application are increasingly more difficult to develop and maintain, in-house  
 

Safety overages are numerically described. Male and female findings are separated 

*These figures showing results using Open TG-GATEs data were provided by the CJUG SEND team 


