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Introduction

CDISC SEND team proposed a clear and unambiguous structured description of the study vehicle in the draft major SENDIG v4.0 release. To
pilot the usefulness of this, a cross-study vehicle effect analyses project using current SEND data was performed by extracting vehicle and
dose volume information from study protocols and reports. The vehicle component hames were standardized to match the Preferred
Substance Name from FDA's Global Substance Registration System. We explored the relationship between preclinical study humeric endpoints
such as clinical pathology, body weight and organ weight with a subset of widely used vehicle components; detected statistically significant
differences attributed to vehicle components; explored potential dose-relationships between the numeric endpoints and the concentration of
the vehicle components; and gained knowledge to inform decisions regarding initiatives to reduce the number of concurrent control animals
required on toxicology studies.

Methodology & Preliminary Results

1. Studies and Endpoints 2. Vehicle Standardization & Summary 3. Relationship
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Summary & Reference

* The statistically significant differences identified suggest that certain vehicle components impact preclinical numeric endpoint values.
However, we failed to identify a dose relationship between any of the numeric endpoints and the components evaluated.

* A clear and unambiguous structured description of the treatment vehicle makes this vehicle analysis possible. Further standardization to a
tabulated vehicle component domain in SEND will dramatically reduce manual effort, human error, and facilitate broad access to curated
data to mine for information on individual vehicle components.

* [ncreased accessibility to information regarding the potential effects of various vehicle components (e.g., PEG-400 and renal toxicity) can
promote the judicious selection of vehicle formulation components and inform decisions related to vehicle control groups.
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