Engineering Velocity in Life
Sciences: Scaling Global Access
with Intelligent Content Platforms

Transforming the decade-long journey from discovery to market by
addressing the 40% time spent on documentation, regulatory
submissions, and compliance workflows.
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The Challenge: Time to Market in Life Sciences

Bringing a therapy from discovery to market typically takes over a decade—yet
nearly 40% of that time is consumed by documentation, regulatory submissions,

and compliance workflows.

These delays have real consequences:

$1-3 million lost per day per delayed therapy

Clinical documents undergo 6-8 review cycles

Version conflicts regularly stall progress

Patients wait longer for life-saving treatments




Why Traditional Approaches Fail

Paper-Heavy Processes Fragmented Systems Limited Collaboration

Manual document handling leads to Data silos between clinical, regulatory, Sequential review processes mean small
version control issues, lost information, and manufacturing teams result in changes trigger complete review cycles,
and inefficient workflows that duplicated efforts and communication adding months to document finalization
significantly slow down the approval breakdowns across departments. timelines.

process.

These challenges compound across global markets, where localization and country-specific regulatory requirements further extend timelines

and increase costs.



The Opportunity: Platform
Engineering for Life Sciences

From Document-Centric

Fragmented papers and files requiring manual management across

systems

To Platform-Driven

3 Structured content enabling automation, reuse, and intelligent
workflows
To Market Velocity
@ Faster approvals, multi-market launches, and enhanced patient

aCCess




The Platform Approach

Intelligent Content Systems

Modern platforms like Veeva Vault apply engineering principles to content and regulatory workflows:

Content as Components Workflow Automation Integration Layer

Structured, reusable content blocks that Parallel review cycles, conditional Connected systems that share data across
maintain compliance while enabling approvals, and automated quality checks clinical, regulatory, safety, and commercial
localization and adaptation across markets that reduce cycle times by up to 50% domains

This engineering approach transforms documentation from a bottleneck into a strategic advantage.



Key Technologies Driving Transformation

&

Al-Driven Quality Control

Natural language processing detects

inconsistencies, compliance issues, and

translation errors before human review,

reducing rework by 35%.

D

Cloud-Native Infrastructure

Globally accessible platforms enable real-
time collaboration across research sites,
regulatory teams, and manufacturing

facilities in different regions.

v

Real-World Data Integration

Automated incorporation of clinical
outcomes, adverse events, and market
response data creates living documents that

adapt to emerging information.



Case Study: Emergency Response Acceleration

"We achieved near-immediate regulatory submissions during a global health emergency,
compressing what had been a 6-month process into just 8 days.’

Key Platform Capabilities Leveraged:

e Pre-approved content templates with compliance guardrails

o Parallel workflow management across 22 regulatory agencies

e Real-time collaboration between clinical and regulatory teams

e Automated translation and localization workflows

Result: Treatment reached patients 5 months faster than traditional processes

would have allowed.




Case Study: Global Launch Efficiency

The Challenge

A mid-sized biopharma company needed to launch a novel therapy
across 18 markets with varying regulatory requirements and limited

regulatory staff.

Platform Solution
Implemented a structured content platform with:

e Reusable core submission components
e Market-specific content variations
e Automated compliance checking

e Machine translation with expert review

18
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Time to Submit (months) Localization Time (weeks) Review Cycles

I Before Platform [§ After Platform

Result: 40% reduction in localization timeline and successful simultaneous launches in all 18 markets.

Safety Findings



Measurable Business Impact

50%

Reduction in Document
Cycle Times

Parallel workflows and AI-
assisted reviews dramatically

compress timelines

40%

Faster Global Localization

Structured content and
integrated translation tools
accelerate multi-market

preparation

85%

Fewer Safety Findings

Real-time compliance alerts and
consistency checks prevent

regulatory issues

$2.5M

Daily Savings Per Therapy

Average revenue opportunity
captured through faster time to

market



The Future

Al and Regulatory Intelligence

Next-generation platforms are incorporating advanced Al capabilities:

Regulatory - —

> E Predictive Automated Dynamic Risk
Insights Ll Regulatory Drafting Assessment
— -t At )¢E) Analysis N | |
- B4 2 vl Initial document Real-time evaluation of
f Al systems that analyze generation from submission packages

thousands of global structured data, against emerging
approvals to suggest reducing human effort regulatory trends and
optimal submission by up to 60% while safety signals
strategies and maintaining quality and
anticipate reviewer compliance

questions




Accelerating Rare Disease Approvals

For rare diseases affecting small patient populations, intelligent platforms

are proving transformative:

1 Adaptive Trial Documentation

Systems that dynamically update protocols and submissions based

on emerging patient data, enabling smaller, faster trials

2  Patient Experience Integration

Direct incorporation of patient-reported outcomes and experiences -

| Rare Disease
| Registry Data

into regulatory submissions

3 Regulatory Authority Collaboration

Secure, real-time collaborative review environments that connect

sponsors with agencies during development

Result: Average 28% faster approval times for orphan drugs

using platform approaches vs. traditional methods



Implementation Roadmap

Assessment Phase (3-4 months)

Document current state processes, identify bottlenecks,
and quantify potential value. Catalog existing systems and

data flows.

Process Integration (2-3 months)

Connect platform to clinical data systems, manufacturing

systems, and safety databases. Validate end-to-end flows.

Foundation Building (4-6 months)

Implement core platform capabilities, design content
models and workflows, and establish governance. Train key

users.

Scaling & Optimization (Ongoing)

Expand to additional therapeutic areas and markets.
Incorporate Al capabilities and refine based on

performance metrics.

A phased approach ensures quick wins while building toward comprehensive transformation.



Change Management Considerations

From Document Authors to Content Engineers

Transitioning regulatory and medical writers requires new skills:

Structured content thinking

Collaborative digital workflows

Component-based writing approaches

Data-informed content development

Organizations should plan for training, role evolution, and potential

resistance to new ways of working.

e

Success Factor: Executive sponsorship that positions content

engineering as strategic rather than administrative.



Key Takeaways

©

Time is Lives Platform Thinking

Every day saved in bringing therapies to market directly impacts Applying engineering principles to content and regulatory
patient outcomes and access to care. processes creates scalable, efficient systems.

@

Global by Design Al Acceleration

Modern platforms enable simultaneous rather than sequential Intelligent automation is transforming regulatory submissions
global market access. from bottlenecks to strategic advantages.

The life sciences companies that master these platform capabilities will lead in bringing innovations to patients faster and more efficiently.



Next Steps & Discussion

Evaluate Your Current State

e Document cycle time benchmarking

e System and process mapping

» Content reuse opportunity analysis

Build Your Roadmap

e Prioritize high-impact therapeutic areas Con neCtif‘g healthcqre,
@ Innovation

e Assess platform options (Veeva Vault, etc.)

e Develop phased implementation plan

Every day saved in regulatory processes is a day gained for

patient access to life-changing therapies.

Contact: [Your contact information]

Additional resources: [Website/links]



Thank you



