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Revolutionize Root Cause Analysis
in Life Sciences

Unmatched Al-Powered Precision, Speed, and Compliance

In the high-stakes world of life sciences, ensuring regulatory compliance and operational efficiency is non-negotiable.
Yet, traditional Root Cause Analysis (RCA) methods often fall short—consuming time, resources, and risking
compliance failures.

Meet RootSense—our Al-driven RCA solution tailored to life sciences. By leveraging advanced artificial intelligence,
automation, and regulatory expertise, RootSense transforms RCA processes, enabling organizations to uncover root
causes faster, improve quality, and maintain compliance effortlessly.



Challenges in Traditional RCA
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Regulatory Risks: Inefficiencies:
Failure to address root causes leads to FDA Manual investigations demand weeks of effort,
non-compliance, audit failures, and costly recalls. delaying resolutions and driving up costs.
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Data Overload: ‘
Extracting actionable insights from complex

equipment data and historical records is
time-intensive.

Unclear Reporting:
Ambiguous RCA reports hinder effective
decision-making and corrective actions.

Our Solution: RootSense

RootSense redefines RCA with Al-driven precision, speed, and intelligence, enabling life sciences organizations to:

@ Automate Investigations: @ Improve Accuracy

Reduce investigation times by up to 80% with Leverage advanced pattern recognition for 95%
intelligent workflows and automated data analysis. precision in identifying root causes.

E Ensure Compliance @ Simplify Reporting

Align with FDA and global regulatory Generate clear, concise RCA documentation for
standards through built-in compliance support. informed decision-making and better collaboration.




Advanced Al Investigations:
Intelligent agents analyze lab incidents
data, craft context-aware questions, and

enhance diagnostic precision.

Secure Cloud Deployment: 4 Automated Workflows:

Scalable SaaS architecture | Minimize manual effort by
ensures compliance and “ automating data collection,
seamless system 0= ¢ O reporting, and corrective
integration. action planning.

Comprehensive Insights: Regulatory Insights:
Compare real-time and historical ) Embedded tools align with
data to pinpoint anomalies and FDA guidelines, safeguarding
prevent recurrence. audit readiness.
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Benefits | O Completion: & (o) Ac.cur.acy:
Save time and accelerate Eliminate recurring issues
resolutions. with precise diagnostics.
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Significant Cost Savings: Enhanced Collaboration: Stronger Compliance:
Reduce labor and Streamline communication Deliver audit-ready
resource overhead across QA, lab analysts, and documentation with
with automation. compliance teams. confidence.
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Case Study:
A Global Pharmaceutical Leader

Business Situation:

As one of the largest producers of anti-retroviral drugs,
this organization faced challenges in ensuring laboratory
reliability, meeting regulatory standards, and controlling
operational costs.

Solution:
We automated and streamlined their RCA process, delivering:

Intelligent Improved decision-making
investigations with through advanced data
actionable insights. analysis.

Accelerated compliance
readiness with automated
workflows.

Benefits Delivered:

Enhanced Laboratory Reliability: Stronger Compliance:
Improved root cause identification Reduced regulatory risks

and operational consistency. and audit vulnerabilities.

Cost Efficiency:

Saved thousands in
operational costs while cutting
investigation times by 80%.

Transform Your RCA Process Today!

Experience the unmatched power of Al-driven Root Cause Analysis
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