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Background ARS Logical Model Components

Analysis results play a crucial role in the drug development process, providing essential
information for regulatory submission and decision-making. However, the current state of
analysis results reporting is suboptimal, with limited standardization, lack of automation, and

*Reporting Event: A set of analyses and outputs created to meet a specific reporting requirement, such
as a CSR or interim analysis

poor traceability. * Analysis Set: The subject populations defined for the reporting event
*Data Subset: A subset of data identified by selection criteria for inclusion in the analysis
* Analysis Grouping: A subdivision of the subject population based on a defined factor (e.g., subjects
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Figure 4. Example Safety Displays Showing ARS Components
ARS User Guide
Figure 2: Example of Potential Future Workflow The ARS User Guide (ARS-UG) is intended to be used in conjunction with the ARS Model
' documentation. The UG provides expanded information about the purpose and use of each
of the components of the Model, as well as implementation examples.
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o Table 2: Baseline Demographic and Clinical Characteristics, Safety Population



