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Challenge 

San Diego pharmaceutical company preparing regulatory submissions faced 6-month medical 

writing timelines for complex documents, $3.4M annual costs from specialized medical writing 

resources and document revision cycles, inconsistent formatting and terminology across 

regulatory documents, time-consuming data extraction from clinical databases for report 

generation, and difficulty maintaining version control and consistency across multiple therapeutic 

programs. 

AI Consulting Approach 

• Medical Writing Analysis: AI consultants analyzed existing writing processes, document 

templates, and data sources to identify automation opportunities using natural language 

processing and document generation technologies. 

• Practical Writing Support: AI models processing clinical trial data and regulatory templates to 

assist with document creation, data extraction, and consistency checking. 

 

AI Solution 

• Automated Data Extraction: AI application extracting clinical trial results, patient demographics, 
and safety data from databases to populate standard report sections and tables 

• Template-Based Document Generation: Machine learning system using regulatory templates 
and extracted data to create initial document drafts for medical writer review and refinement 
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• Consistency and Terminology Checking: Natural language processing tools ensuring consistent 
medical terminology, formatting, and regulatory language across all documents 

• Version Control Intelligence: Simple algorithms tracking document changes, managing reviewer 
comments, and maintaining regulatory submission timelines 

 

Implementation (18 weeks total) 

• Writing Process Analysis (3 weeks) 

• Platform Development (8 weeks) 

• Template Integration (5 weeks) 

• Testing  Training (2 weeks) 

 

Key Results 

 
Writing Efficiency: 
• 3.5-month medical writing timelines (vs. 6 months), $1.9M reduction in writing and revision costs, 
improved document consistency and quality 
 
 
 
Process Improvement: 
• 60% reduction in data extraction time, enhanced document version control, better regulatory 
submission coordination 
 
 
 
Business Impact: 
• $2.6M annual value creation, accelerated submission preparation, 185% consulting ROI, improved 
regulatory document quality 
 
 
 
 
Technologies:  
• Data extraction algorithms 
• template-based generation systems 
• terminology checking tools 
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• version control platforms 
• regulatory workflow management 
 


