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AGENDA

• Introduction

• Statistical Programmer Challenges – Tracking Data Issues

• Bridging the gap with R Shiny

• Logical flow of R Shiny app

• Future Scope
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Statistical Programmer Challenges – Tracking Data Issues
and Impact

Challenges

• Time consuming
• Manual efforts involved in tracking large 

number of issues
• Delay in identifying the issues
• Keep track with DM to resolve issues

Impact

• Impact on SDTM and beyond.
• Invest resource and time for checking 

P21E issues (separating raw data issues 
from conformance issues and 
programming errors)

• Re-work and, or Milestone/DBL delay



Bridging the gap between DM and SA
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Brief on R Shiny

• Shiny is a package in R

• Build interactive web applications, dashboards.

• Execute R code in the backend

• Can be combined with HTML widgets, CSS themes, JavaScript

• No web development skills are required

• Easy to write



Continued..

• Raw data checks executed in SAS

• Other Examples : Dosed but without treatment assignment, Patient had a visit but no IC, AE caused D/C 

due to death but neither serious detail nor outcome was fatal

• DM_Comments column is blank initially when the Issue file is generated

• Shared with Data Management Team

• DM Team provides comments and shares with the SA team.



User End Interface

How to Use :-

• Add old file in “Select Older Report” field and new file 
in “Select New Report” field

• Add a file name for Output file
• Click on ‘Save Edited Table’ to download

Application 

Prerequisites :-

• Excel file containing Issues and DM comments
• New Excel file containing Issues and blank DM 

comments column



Read both files 

Open a new excel 
workbook 

Add sheet names from 
the current report.

Loop over the sheets from 
the current file

If current file sheet name 
does not exist in old file 
then add the sheet as is in 
the workbook from step 2

Else if exists read the 
content from both files

Identify columns for 
merging the old file with 
current file - uniqueID

Extract matching rows 
from the old file (based on 
the uniqueID) and save it in 
a dataframe.

Check rows in current file 
present only in the 
dataframe from previous 
step.

Pull the DM_comments 
from old file 

Order the rows without 
DM_comments on top 
followed by rows with 
DM_comments.

Write in the excel work 
book opened in step #2.

Logical flow of R Shiny app



Future Scope 

• Issue tracker with comments can be used as a document

• Resolved issues for final documentation

• Combined with other line functions such as STATs/Medical Team



THANK YOU …
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