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BACKGROUND

Autoimmune diseases such as rheumatoid arthritis, psoriasis,
and inflammatory bowel disease impact millions worldwide,
necessitating cost-effective treatment solutions. While
biologic therapies have revolutionized disease management,
their high-cost limits accessibility. A leading biopharmaceutical
company developed a biosimilar to a widely used monoclonal
antibody, aiming to offer a more affordable alternative without
compromising safety or efficacy. To ensure comprehensive
pharmacovigilance oversight and long-term patient safety,
AWINSA Life Sciences was chosen as their strategic partner.



BUSINESS CHALLENGE

Biosimilars must demonstrate equivalence to their reference biologic while ensuring safety
and immunogenicity consistency. The company faced several pharmacovigilance challenges,
including:

e Comprehensive Safety Monitoring:
o Ensuring timely detection of immunogenicity risks and adverse events.
e Post-Marketing Surveillance:

o Establishing robust pharmacovigilance systems for long-term safety
assessments.

o Physician and Patient Confidence:

o Addressing concerns around biosimilar substitution through safety data
transparency.

o Optimized Risk Management:

o Implementing effective adverse event mitigation strategies to reinforce safety
assurance

BUSINESS SOLUTION

AWINSA Life Sciences provided a pharmacovigilance-first approach to biosimilar
development, ensuring continuous safety monitoring through:

 Pharmacovigilance Excellence:

o Developed and executed a proactive risk minimization plan, including targeted
patient monitoring for potential safety concerns.

o Established a global pharmacovigilance network to ensure harmonized safety
data collection and reporting.

¢ Cost-Effective Safety Monitoring:

o Optimized pharmacovigilance workflows, reducing operational costs while
maintaining high safety standards.

o Implemented streamlined case processing systems for efficient adverse event
reporting and signal evaluation.

« Stakeholder Engagement and Confidence Building:

o Conducted safety-focused educational initiatives for healthcare providers to
reinforce trust in biosimilars.

o Developed real-world evidence strategies to validate biosimilar safety and
efficacy post-launch.

« Collaborative Partnership:

o Established clear communication channels with the client’s internal teams for
smooth coordination.

o Regularly reviewed processes to align with the client’s evolving needs.




RESULTS

Successful Safety Monitoring:

o Pharmacovigilance efforts enabled early risk detection, reinforcing biosimilar
safety profiles.

¢ Enhanced Physician Confidence:
o Real-world safety data supported broader adoption in clinical practice.
e Cost Optimization:

o Streamlined safety surveillance led to significant cost savings in post-
marketing pharmacovigilance.

¢ Regulatory Success:
o Demonstrated non-inferiority in safety, facilitating smooth market entry.

AWINSA Life Sciences played a crucial role in ensuring the biosimilar's market success
through rigorous pharmacovigilance. By focusing on real-time safety surveillance, proactive
risk mitigation, and stakeholder engagement, AWINSA reinforced patient safety while
supporting biosimilar adoption. This collaboration underscores the critical role of
pharmacovigilance in advancing biosimilar accessibility and long-term therapeutic success.

WHO WE ARE

Planning for a paradigm shift in the delivery of Pharmacovigilance services, AWINSA Life
Sciences aims to provide end to end PV services including in its ambit both clinical trial and
post-marketing services. Manned by people with discernment and an eye for quality, we at
AWINSA Life Sciences ensure astute analysis of safety reports so that clinical scenarios
emerge in perspicuity. Intricate and deep-rooted knowledge of the subject and international
regulations will ensure that you are delivered services of the highest order within stringent
timelines.
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Business inquiries: info@awinsals.com
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