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Case Study: Streamlining Pharmacovigilance Processes for a
Global Biotech Company.

Executive Summary

PharmExpert LLC partners with a leading biotech firm to optimize their pharmacovigilance
processes. The client faced challenges with manual adverse event reporting, regulatory compli-
ance,and signal detection. By implementing an PharmExpert' pharmacovigilance platform and refin-
ing their processes, we achieved significant improvements in efficiency, compliance, and patient

safety outcomes.

Page 1



xgl':}%ﬂ“ PharmExpert LLC
:“ =

Background and Challenges

The client, a global biotech company, was experiencing challenges with:
- High volumes of manual adverse event (AE) reporting.
- Delays in identifying and acting on safety signals.

- Difficulty maintaining compliance with diverse regulatory requirements.

These challenges were leading to inefficiencies, higher operational costs, and potential risks to

patient safety.
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Solutions Implemented

PharmExpert LLC developed and deployed a tailored solution, including:

1. Adverse Event Reporting: Automated AE case processing reduced manual workload.
2. Advanced Signal Detection Tools: Implemented predictive analytics to identify safety signals

earlier.

3. Regulatory Compliance Framework: Ensured the client met FDA, EMA, WHO and other local reg-
ulatory standards

4. Team Training: Provided customized training to enhance the client internal pharmacovigilance

capabilities.
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Results Achieved

The implemented solutions resulted in:

- 20% Reduction in AE Processing Times: Streamlined workflows improved efficiency.
- Enhanced Compliance: Successfully passed regulatory audits in multiple regions.

- Improved Patient Safety: Early detection of safety signals led to timely interventions.

- Cost Savings: Reduced operational costs by 25% through process automation.

Client Testimonial:
"PharmExpert LLC expertise transformed our pharmacovigilance operations. Their solutions
not only improved efficiency but also ensured compliance with all regulatory standards.

Thank you for this service " - Director, Global Biotech Leader
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