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Evolution of Regulatory Writing

AI and Automation Reduce Document Cycle Times
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Human in the Loop: powering purposeful innovation

AI is supporting reducing document cycle time by ~45-70%

AI as a co-pilot, amplifying speed/productivity but never replacing human expertise
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AI Adoption and Considerations

AI in Regulatory Medical Writing:
Balancing Innovation with Human Expertise

The medical writer’s role is shifting

While AI accelerates processes, human expertise in data analysis, scientific accuracy and regulatory
compliance is needed to deliver scientifically sound, regulator-ready submissions.

Gains in document development efficiency

AI drives measurable speed, while human oversight ensures that every accelerated document still
meets the highest regulatory and scientific standards.

Understanding AI’s impact through case studies

These examples show how AI reduces timelines and improves consistency across critical regulatory
documents. By streamlining drafting and review, writers can focus on interpretation and strategy.

How to ensure that AI is used responsibly

Clear rules around data privacy, authorship and bias mitigation help build trust in AI-enabled
processes. Ongoing monitoring ensures the technology continues to meet scientific standards.

Regulatory agencies are beginning to incorporate AI into review processes.

Successful adoption of AI in medical writing requires a people-first approach.

Finding a balance between human and AI strengths

The balance lies in letting AI handle efficiency while humans ensure accuracy, compliance and ethical
judgment. Together, this partnership produces submissions that are both faster and regulator-ready.

“AI provides the what. Humans provide the why and so what.”

Timeline of AI use in regulatory documentation

AI integration is expanding year by year, advancing toward documents requiring greater complexity
and rigor. This stepwise approach allows organizations to balance innovation with oversight.

Concerns with AI in regulatory writing

Skills for future-ready medical writers to learn
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AI generates Draft 1 using identified key
regulatory documents, Tables, Figures
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AI for grammar, style and
terminology checks

Reduced error rates
and faster review times

Submissions must be AI-readable (structured, consistent, explicit)

AI tools can be used to summarize adverse events and comparing product labels

Queries may arise due to AI-flagged inconsistencies

Training Process Culture

Empowering the next generation of medical writers

Ensure that regulatory documents are not only faster to produce, but also accurate and compliant.
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