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Introduction

A collaboration 

between 

BioCelerate and US 

FDA CDER is 

developing analytic 

approaches to 

enable the 

comparison of 

toxicological findings 

of two or more 

studies using SEND. 

An example analysis 

was conducted 

using studies from 

the BioCelerate 

Toxicology Data 

Sharing (TDS) 

database intended 

for the same 

pharmacological 

target. Cross-study 

comparisons tools 

using SEND data are 

expected to improve 

the identification of 

unique findings 

related to the 

intended target, 

species and duration 

of dosing.

Methodology

Toxicologically important target systems were 

identified and data relevant to the system were 

structured to perform focused analyses. Domains 

used for data analysis were BW, LB, MI and OM.

SEND datasets were scored relative to control 

animals of their respective studies in the LB, MI, and 

BW domains.  MI is scored through a combination 

of incidence and severity. LB, and BW domains are 

scored through their relative zscore per column.

A Rshiny app is being developed to display the 

visualizations and allow the user to control aspects 

of the scoring algorithm and visualizations.

Integrated analysis and visualization of toxicological profiles across 

compounds as related to pharmacologic target, nonclinical species 

and dosing duration.
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Summary and Conclusions

•Data transformation enabled cross study analysis by facilitating 

comparisons of domains between studies from different species

•A user defined scoring system was developed to visualize trends 

and differences between multiple studies

•Cross study analyses extract additional information from SEND data 

beyond single study evaluations.

•The analysis can be expanded to include organ systems of interest 

and is expected to be scalable to larger data sets.
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