Latest Updates:

/7 Common Template for Nonclinical Studies

New in the virtual world: The team's Society of Toxicology (SOT) 2020 poster
on Nonclinical Protocol Harmonization was presented virtually at this year's
conference. View the poster online or on BioCelerate's website.

Project kick-off! The Nonclinical Study Report Template (NSRT) project
launched in April with a virtual roundtable that included representation from key
stakeholders involved in the management, creation and review of study reports.
The NSRT will be drafted as a companion template to the Nonclinical Protocol
Template that is currently available for download at www.biocelerate.org. Stay
tuned for additional opportunities to provide input to the draft NSRT via our
website this summer.

/7 SEND Harmonization for Cross-Study Analysis

Recent virtual conference sessions: The team's SOT 2020 Poster, "Using
SEND Data Sets to Enable Large-Scale Data Analytic Approaches for Preclinical
Toxicology Data,” was presented virtually. This poster shares the team’s important
work to develop search scripts that identify issues impairing cross-study analysis
in preclinical toxicology studies. View the poster online or on BioCelerate’s
Website.

On June 16, BioCelerate's SEND for Cross-Study Analysis Initiative Lead, Todd
Page (Eli Lilly) chaired a session at DIA's Virtual Annual Global Meeting, “Next
Generation Analytics: Harnessing the Power of Nonclinical SEND Datasets to
Improve Success in Early Clinical Development”. The session, which included a
presentation from Kevin Snyder (US FDA) on the team's cross-study analysis
work, was followed by a dynamic panel discussion around the current challenges
of using SEND datasets for cross-study analysis.
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Upcoming
Events:

@® VIRTUAL MEETING

Japanese Society
of Toxicology
2020

June 29-July 1, 2020

Check out Symposium
27 on Wednesday, July

1. BioCelerate member
Tamio Fukushima
(Shionogi) will present,
“Using SEND Datasets
to Enable Large-Scale
Data Analytic Approaches
for Preclinical Toxicology
Data". Program and
registration information
can be found here.
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