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About Us
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► Associate Director, Global Data Management Solutions Team

► Manages all SEND dataset production (inc. software implementation/client relations)

► Member of the CDISC SEND consortium core team

► Extensive experience in safety assessment study management and reporting

► ~20 years at Covance

► Nonclinical Data Associate, Global Data Management Solutions

► Subject Matter Expert in training for the SEND dataset production team

► Subject Matter Expert for historical control data

► Leading the effort for Nonclinical  Scientific Visualization within Covance

► Member of PhUSE, focused in visualization

► ~4 years at Covance

•MEGAN BAUSMAN, MBA

•MIKAYLA SIMONS, BS
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Agenda

► Review of SEND 3.0

► Review of SEND 3.1

► Latin Square Design

► Recommendations
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Beginning Dec 2016
General Toxicology 

− GLP

− Non-GLP

− Single Dose

− Multiple Dose

Carcinogenicity

Beginning Mar 2019
Safety Pharm 
– Cardiovascular

– Respiratory

SEND 3.0 & 3.1

Today’s 
Focus

Source: Standard for Exchange of Nonclinical Data 
Implementation Guide: Nonclinical Studies, Version 3.1, 
27 June 2016
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SEND 3.0 Overview
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Study Types
• General Toxicology (GLP/nonGLP)
• Carcinogenicity

Key Takeaways
Ø Includes the core data types on tox studies
Ø VS contains heart rate, body temperature, 

respiratory rate, blood pressures, oxygen 
saturation, mean arterial pressure, and pulse 
pressure, and more

Ø EG contains ECG mean heart rate, QRS 
duration, PR interval, QT interval, QTc interval, 
and RR interval, and more

Source: Standard for Exchange of Nonclinical Data Implementation Guide: Nonclinical Studies, Version 3.0, 19 May 2011
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SEND 3.1 Overview – A “Vital” Upgrade
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Study Types
• General Toxicology (GLP/nonGLP)
• Carcinogenicity
• Cardiovascular
• Respiratory

Key Takeaways
Ø Latin Square study design modeled
Ø VS overhaul
Ø CV and RE introduced

Ø EG mostly unchanged

Source: Standard for Exchange of Nonclinical Data Implementation Guide: Nonclinical Studies, Version 3.1, 27 June 2016
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Endpoint Placement: SEND 3.0 vs SEND 3.1
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Controlled Terminology Considerations
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Source: CDISC Controlled Terminology Important Note: Controlled Terminology lists 
are not based on SEND IG version. 
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Latin Square Study Design/Trial Design
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TA

TXTE

Source: Covance training study
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Recommendations
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Confirm that the SEND 3.1 dataset 
reporting requirement applies.

Confirm that trial arms and sets 
are accurate for the Latin Square design.

Confirm the CV and/or RE domains are present.

Confirm that the VS has been reduced and does not 
duplicate data from CV or RE.
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