
PP01      What’s Up With icSDRG? Navigating Through an Example

The Integrated Summary of Safety (ISS) and Integrated Summary of Efficacy (ISE) are essential for the approval of New Drug Applications (NDAs) and Biologics License Applications (BLAs). Applicants must 
submit data supporting these integrated analyses along with a Reviewer’s Guide. One strategy out of multiple ways in creating integrated data is integrating study-level data based on the Study Data Tabulation 
Model (CDISC SDTM) to build integrated analysis datasets. To facilitate this, the PHUSE Optimizing the Use of Data Standards (ODS) Working Group (WG) has developed a completion guidance template for the 
integrated clinical Study Data Reviewer’s Guide (icSDRG), which was shared at PHUSE CSS 2024. We also created an example document to clarify regulatory agencies' (RA) requirements and ensure consistent 
data submissions across the industry. This poster illustrates an example of the icSDRG, discusses key pooling strategies, and offers guidance on preparing integrated SDTM data for RA submission.

Abstract

cSDRG vs icSDRG – What’s new? 

Disclaimer: All views expressed in this paper are those of the authors and are not necessarily those of PHUSE, CDISC, regulatory agencies, or the author’s 
companies: Roche-Genentech, ADC Therapeutics, Ephicacy Consulting Services, Fortrea, and Lilly.

Introduction

Two additional subsections under introduction that are not in cSDRG:
- Source Data Used for Integrated Study Dataset Creation
- Traceability Flow Diagram showing the integrated SDTM dataset

This subsection provides information about the protocol 
numbers, title, and the phase of the studies that are included 
in the integrated SDTM dataset

This section describes:
• Trial Design datasets, whether they 

are included in the submission
• Split datasets if applicable 
• Adjudication of data and mapping 

details
• Treatment harmonization rules
• Any special rules applied in 

integration
• Whether all visits, including 

unscheduled, from each study are 
included in the integrated SDTM 
dataset

This section is to:
• Provide an overview of integrated 

SDTM datasets
• List all integrated datasets included 

in a submission
• Identify each dataset’s purpose
• Indicate split datasets

Submission of Programs is the 
new optional subsection that 
has been introduced in icSDRG, 
considering a need to submit an 
integrated SDTM program in 
certain circumstances with the 
following default text:
“Integrated SDTM dataset 
programs are not submitted, but 
available upon request”
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Source Data  to  cSDRG 
/icSDRG: End-to-End Flow  
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