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Baseline NDA Template Set 
 
The Weave Platform now supports submissions from IND-to-NDA.  
Every new Weave platform account is pre-loaded with two baseline template sets: 

• Weave Baseline IND Template 
• Weave Baseline NDA Template 
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When creating a new program, users can select the NDA baseline template set to begin building 
their NDA submission in Weave. 
 

 
 

NDA-specific AI Template updates 
 
Module 1 
Templates include a full set of Module 1 templates, including Forms, Fast Track designation 
requests, Draft and Final Labeling. 
 
Module 2 
Templates have been optimized to support the volume and types of studies typically present in 
NDA submissions, including summaries of clinical efficacy and safety. 
 
Module 3 
Templates include support for commercial manufacturing process & pivotal submission 
batches, multiple dosage forms & strengths, and their corresponding stability evaluation. 
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NDA-specific AI Template updates (continued) 
 
Module 5 
Templates for the ISS and ISE have been updated to support integrated summaries of clinical 
studies. New templates include the ISI (Integrated Summary of Immunogenicity) and the ISS SAP 
(Integrated Summary of Safety Statistical Analysis Plan). 
 

HAQ Manager 
 

Response files for similar questions 
 
If applicable, similar questions now link to its corresponding response files. This could be both 
the version drafted in Weave as well as the final submitted response files associated with that 
similar question in the Data Room.  
 

 
 

This helps to easily find and reuse previous responses to questions that are similar, especially 
those from other jurisdictions. 
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New and Improved Functionality  
 

New: 
 

• NDA template set 
• Added response files for similar questions when applicable 

 
Improved: 
 

• HAQ Manager Discipline column bug fix 
 

 


