
Taking to Production 
To facilitate a more streamlined service in production, the OCS 
created a SharePoint site to house the Demographic Tool and to 
receive requests for the service. The Demographic Tool itself was 
also enhanced between the pilot and production. The SAS 
processing was moved to be executed remotely so users were no 
longer required to access SAS directly. Additionally, the new program 
includes a comprehensive data checking system, the ability to 
generate exact confidence intervals, and the ability to analyze 
additional baseline characteristic subgroups.  
 
  

Disclaimer: The views expressed in this presentation are those of the authors and do not 
necessarily represent the policy of FDA. 

Results of Pilot 
Eight clinical reviewers requested the Demographic Subgroup 
Analysis Service and participated in the pilot. The first two 
Demographic Service sessions ran over the allotted meeting time 
of 1.5 hours. When the sessions were relocated to a room with 
larger dual screens that allowed multiple analysts as well as 
reviewers display their laptops, the sessions ran close to the 
allotted time. 
 
Follow-up surveys were collected from all of these reviewers, and 
each reviewer responded indicating the service and the program 
were helpful. The reviewers also said they would request the 
service again in their future reviews. One clinical reviewer 
indicated in the survey that the results from the Demographic 
Service detected novel findings, and they planned to discuss 
these findings with their statistical reviewer. 
 
The Office of Computational Science demonstrated that both the 
Demographic Service and the Demographic Tool are feasible and 
useful to reviewers.  The success of the pilot prompted the Office 
to move the service into production and 40 Demographic 
Services are being delivered this fiscal year.  
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Background 
Section 907 of the Food and Drug Administration Safety and 
Innovation Act  of 2012¹ (FDASIA) requires the reporting of safety 
and effectiveness outcomes by demographic subgroups. To 
implement this requirement into the FDA 21st Century Review, the 
Office of Computational Science (OCS), in collaboration with the 
Office of New Drugs and the Office of Biostatistics, developed the 
Demographic Subgroup Analysis Program (“Demographic Tool”). 
With CDISC compliant data (i.e., SDTM/ADaM), the program can 
assist reviewers and analysts in conducting parameter-driven 
safety analyses seamlessly without having to spend time with 
statistical coding.  
 
The OCS also created the Demographic Subgroup Analysis 
Service (“Demographic Service”) to incorporate the program into 
the review process and to provide reviewers with additional 
support in conducting their safety analysis. The service presents 
the demographic subgroup safety analysis results, produced by 
the Demographic Tool, to reviewers as well as provides 
instructions in using the Demographic Tool on their own.  
 
The piloted Demographic Tool requires users to have access to 
SAS and Microsoft Excel via a local machine or scientific 
workstation. The user opens an Excel form to provide specific 
information related to the study data of a particular New Drug 
Application (NDA) or Biologics License Application (BLA). When 
finished, the user saves the form and launches the program. The 
program will autonomously run and generate a custom table and 
forest plot of the safety analysis. The service was piloted in 2016 
to test a standardized delivery mode. 
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