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Executive Summary

Clinical submissions are the very lifeblood of drug development but
are susceptible to regulatory and operational risks.

From inconsistency in wording to missing references, the traditional
medical writing workflow is laden with errors that might delay
approval and cost millions.

This white paper explores how Al-assisted medical writing is fast
emerging as a strategic solution to reduce those risks.

Using NLP and generative Al, companies are said to take more control
over documentation, accuracy, and compliance with regulatory
standards from various jurisdictions around the globe.

Al does not replace medical writers, it empowers them! With smart
automation, writers can spend time on their high-value activities while
Al tracks for consistency, template matching, and data validation,
creating faster, more intelligent, and audit-ready submissions.
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Risk Landscape in Clinical Submissions

The errors in clinical documentation are more than just operational
stumbles; they are financial liabilities. The Tufts Center for the Studies in
Drug Development estimates the average duration for the preparation of
a CSR between 6 and 12 weeks and claims that 15 to 20% of the regulatory
delays are created by documentation errors.

A delay of its submission? Costly, at around $1.5 million to about $2 million
in revenue lost every month.

They include FDA, EMA, and PMDA, which will also enforce very strict
standards on documentation. Minor discrepancies may thus trigger
rejections and/or queries.

In one real-life example, a mid-sized biotech firm lost as much as $3.2
million because of formatting errors and missing references in their CSR.

Anatomy of Risk in Traditional Medical Writing

Traditional workflows follow a linear path:

Data aggregation — Drafting — Review — Quality Control —
Submission
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Each step introduces potential risks:

Workflow Step Common Risks

Data Aggregation Incomplete or outdated data

Drafting Inconsistent phrasing, manual errors
Review Missed discrepancies, subjective edits

QC Formatting issues, missing references
Submission Non-compliance with regulatory templates

Manual effort dominates these workflows, making them slow and error-prone.
Writers often juggle multiple documents, data sources, and formatting rules,
creating bottlenecks that compromise quality and speed.

Al-Powered Risk Mitigation: How It Works

Artificial Intelligence is putting its excellent foot in medical writing. It uses machine

learning, natural language processing, and generative Al to automate and improve

the documentation process. Here's how it mitigates risks:

o Automated Checks for Consistency: Al also assures uniformity in the kind of

phrasing applied in patient narratives, summaries, and safety reports.

o Compliance with Regulatory Templates: Al tools prepopulate approved

templates in which pre-approved content items are filled in by reducing

formatting errors and ensuring compliance.

o Early Detection of Data Gaps: Al flags the data that is missing or contradictory

before it can be submitted so that corrective measures can be taken.

 Documentation Ready for Audit: Proper version control, changes tracked with

change logs, and validations keep documents ‘audit ready.’

HexaCorp has incorporated all these touchpoints into their methodology in Artificial

Intelligence, building a safety net catching errors before they go further.
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Case Examples: Risk Reduction in Action

A global life sciences organization faced persistent challenges in clinical
documentation, particularly in protocol and clinical study report (CSR) preparation.
The process was manual, time-consuming, and fragmented across teams. To
address this, HBS partnered with HexaCorp to develop an Al-powered medical
writing platform that would streamline authoring, enhance collaboration, and
reduce submission risks.

The Challenge

The documentation workflow was burdened by:

* Manual drafting of protocols and safety reports, often taking weeks
Repetitive data population from disparate systems and formats
Fragmented collaboration between writers and reviewers
Minimal reuse of structured content across studies
Lack of real-time Al assistance, limiting productivity and consistency

These inefficiencies not only slowed down submissions but also increased the risk of
regulatory delays due to formatting errors, inconsistent phrasing, and missing
references.

The Solution

HexaCorp designed a smart, Al-assisted authoring platform tailored to HBS’s needs.
Key features included:

* Template-driven content generation powered by generative Al and prompt
engineering

* Integrated Word editor with a dynamic table of contents and Al side panel for
contextual assistance

* Placeholder-based data mapping from external sources (PDFs, Word docs, APIs)

* Collaborative review tools allowing redlining, commmenting, and approval
workflows

* Prompt refinement capabilities enabling writers to control Al output precision
and tone.

This solution aligned with HBS’s goal of creating a review-friendly, scalable, and
compliant documentation process.
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The Result

The platform was successfully presented to HBS stakeholders and validated
through internal testing. Key outcomes included:

Positive feedback from clinical, regulatory, and medical writing teams
Enhanced user control over Al-generated content and review workflows
Approval to deploy the tool in live protocol development projects

Unified workflow across departments, improving collaboration and reducing
turnaround time

“This platform doesn’t just automate, it empowers teams to work smarter and
faster,” said a senior clinical documentation lead at HBS.

By integrating Al into their authoring process, the organization took a significant
step toward risk reduction, compliance assurance, and operational efficiency in
clinical submissions.

Best Practices for Implementing Al in Medical
Writing

To go deep with the utmost impacts, organizations need to consider adopting the
following best practices:

e System Integration: The Al tools should be connected with EDC systems,
authoring platforms, and submission portals to allow a proper data flow.

e Governance & Oversight: Ensure human supervision with validation protocols,
audit trials, and review checkpoints are in place.

e Writer Enablement: Train medical writers with interpreting and fine-tuning Al
outputs. Al should assist not drive content.

* Change Management: Ensure clear communication across teams to enhance
a smooth transition, embracing regulatory alignment from the start.

"Al tools must align with some organizational goals, constituting clear
communication and change management strategies.” - Janice Worley, ProPharma.
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Future-Proofing Compliance

Al does not only solve short-term needs, it is essentially a long-term compliance
strategy that encourages innovation.

e Hybrid Workflows: Combining human intelligence with artificial intelligence
guarantees both creativity and consistency.

e Predictive Compliance: Al can forecast submission risks and flag gaps before
they become issues.

e Global Standardization: Al platforms adapt to FDA, EMA, PMDA, and other
regulatory bodies supporting global submissions.

e Ethical Considerations: Ensure transparency, data privacy, and ethical use of Al
in documentation.

Conclusion

Clinical submissions are too critical to leave vulnerable to manual errors and
inefficiencies. Al-powered medical writing offers a proven path to reduce risk,
ensure compliance, and accelerate timelines.

By integrating Al into documentation workflows, organizations can transform
their submission strategy, making it faster, smarter, and more resilient.

Al is not a replacement, it's a strategic enabler.

Don’t let manual inefficiencies hold back your submissions.

Learn how HexaCorp’s Al solutions are helping clinical
teams stay ahead of regulatory demands.

Contact us now!

info@hexacorp.com
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