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Health Authority Query (HAQ) Intelligence Solution

What is it? Who is it for?
A GenAI-powered 
advanced solution to 
transform the Health 
Authority Query (HAQ) 
and Response to Query 
(RTQ) processes

Regulatory teams 
supporting the 
management and 
responses to HAQs: 
• Data Entry teams
• Submission Managers 
• Functional Contributors
• Regulatory Strategists

What is the potential value? 
• Increase efficiency by improving the ability to 

rapidly research and respond to HAQs across 
markets 

• Accelerate approvals by improving the ability 
to proactively plan and minimize the number 
of HAQs

• Enhance response quality and effectiveness 
through more consistent global responses 
informed by richer, past historical response data

Solution Capabilities
Automated Data 
Extraction
Automatically extract question, 
response, and key metadata 
including tables, listings, figures 
(TFLs) from documents for human 
to review and augment

Draft Response 
Generation
Generate an initial response for 
users to adapt, utilizing 
Generative AI informed by past 
responses to similar HAQs

Intelligent Search
Identify similar and relevant 
historical HAQs utilizing AI driven 
semantic search engine and 
relevancy algorithm

Trending & Predictive Analytics
Generate trends and visual analytics from 
historical HAQs to better inform submission 
and response planning

Extend the 
Knowledgebase
Enhance response 
generation with ability to add 
relevant regulatory, clinical, 
or CMC documentation
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