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Why Delays Happen
 

 

Do your regulatory teams lack bandwidth?
Are your clinical trials consistently missing
planned timelines?
Is regulatory start up difficult? 
Is first patient often delayed due to approval or
documentation issues?
Do teams spend excessive time monitoring
regulatory updates?

Evolving global regulatory requirements
Manual monitoring of regulatory updates 
Regulators' requests for information extending timelines 
High volume of complex submission documents to be drafted
Fragmented coordination across sponsors, investigators and
CROs

Accelerated time to First Patient In
Fewer unexpected regulatory delays 
Reduced manual effort 
Simplified stakeholder management & communication

 Faster study start-up
 Real Time Submission Status
 Reduced regulatory risk
 Greater confidence in delivery timelines 

ARC360 protects your clinical trial investment by bringing
clarity, control, and intelligence to regulatory execution
across global study approvals.

ARC360® 
Your Study Submissions Copilot
www.arc-regulatory.com

Clinical Trials Miss Timelines. ARC360®
 Managing Complex Requirements For Predictable Trial ApprovalsRegulatory Complexity Is Often the Hidden Cause

✅
✅
✅
✅

Full visibility from kick-off to approval.
Real-Time Submission Status

Less admin. Improved Insights & Stakeholder Confidence.
Instant Reporting & Oversight

The right people. The right access. The right tasks.
Secure, Tailored Collaboration

AI detects changes. Experts stay in control.
Intelligent Regulatory Monitoring

How ARC360 Accelerates Clinical Trials The Result 
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ARC360® Powered by AURA ai Capabilities:

Validated AI delivers traceable,
auditable, and repeatable

outputs you can trust every
time.

Consistent & Accurate

Embed regulatory intelligence
directly into quality workflows

for audit-ready, compliant
processes.

eQMS System IntegrationRegulatory Monitoring 
Proactive monitoring of global

regulatory changes, ensuring you
stay compliant and informed.

AI-powered efficiency with human-in-
the-loop validation for trusted,
reliable results.

Human-in-the-Loop
80+ hours reduced to minutes -
Generate high-quality draft submission
documents ready for review.

Document Generation

From Complexity to Clarity
ARC360® is now powered by AURA ai - a
trusted AI platform that turns regulatory
complexity into actionable intelligence.

ARC360® Powered by AURA ai combines
the speed of AI with trust of human
expertise.
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