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• In medical affairs and market access (MMA), programming 

activities mainly focus on exploratory analysis

• Large quantities of event-based requests (EBR) have 

become a big burden for MMA biostatistics and 

programming

• We built a comprehensive R Shiny app to help statisticians, 

programmers, and clinical teams explore/analyze data

• This app helps in deciding whether a formal EBR is 

required, reducing the number of EBRs needed

Background Overview

• A flexible, dynamic, and powerful review and analysis tool 

suitable for post-processed data/SDTM/ADaM/RWD

• Evaluate cohort/subgroup/population size

• High efficiency; one template generates numerous outputs

• Expands usage from programmers to other groups: 

statisticians, clinicians, clinical scientists, WWPS, & HEOR

• Three main sections:

1. Data Exploration

2. Table Builder

3. Graph Builder
2. Table Builder

• Create tables based on common templates

• Available templates: Demographic, Safety (AE), and 

Efficacy (Summary by Visit, Survival, Response)

• Users have the option to upload data and select desired 

variables to use (e.g. the treatment variable)

• Additional options: apply filters, subgroup analysis, add 

titles and footnotes, select statistical methodology and 

analysis periods, etc.

• Create plots based on common templates

• Available templates: Survival, Bar, Correlation, Sankey, 

Tepee, Swimmer, and Forest

• Similar customization options as Table Builder

• Examples: Sankey, Forest, and Tepee

3. Graph Builder

• Examples: Demographic, AE by SOC/PT, and Survival

1. Data Exploration

• There are many options available to explore both BDS and 

subject-level data

• Monitor data quality: missing values in data are shown, 

grouped by parameter
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• Evaluate outliers: view statistical summary (outliers 

emphasized with red text) and corresponding boxplot

• View at the subject, assessment, visit, or subset level

• Apply inclusion/exclusion criteria to create an attrition 

table, to view the size of different subgroups/populations
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