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Regulatory and Safety Compliance

Whether you require a Local Safety Officer, Local QPPV, Local RA Contact, or
Stufenplanbeauftragter — PrimeVigilance provides all. Our enhanced RA & PV Network is built
to support clients in navigating country-specific requirements through in-market experts,
enabling regulatory confidence and inspection readiness worldwide.

Unique Benefits of PrimeVigilance’s RA&PV Network Services

Global Reach with Local Expertise

LQPPV services in over 160 countries, backed by in-market experts ensuring regulatory
compliance and patient safety worldwide.

Navigating Local Regulatory Landscapes

15+ years of experience navigating complex, country-specific regulations with a deep
database of real-world setup knowledge.

Inspection Readiness

Extensive inspection experience and proven guidance to proactively address
compliance gaps and reduce audit risks.

Seamless PV System Setup

Robust infrastructure to fully manage PV system setup in line with local requirements—
delivering end-to-end support with minimal client input.

Global Local Literature Screening

Access to the world’s largest repository of non-indexed local sources, offering deep
therapeutic area coverage across 160+ countries.
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Non-indexed local literature screening services in over 160 countries worldwide. We
take pride in having the largest repository of local sources, providing in-depth
coverage across a broad range of therapeutic areas, including: Neurology, Oncology,
Ophthalmology, Metabolism & Endocrinology, Cardiology, Infectious Diseases,
Dermatology, Rheumatology, Psychiatry, Nephrology, Hematology, Musculoskeletal &
Gastroenterology, Women’s Health, Substance Abuse, Vaccines, and more.
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Tailored Solutions for Your Unique Needs

Holistic and Tailored Solutions for Supporting Growth with Regional Presence,
Pharmacovigilance Systems: Local Expertise & Scalable Services:

We provide end-to-end support in We offer comprehensive, scalable, and
aligning your pharmacovigilance regionally adaptable pharmacovigilance
system with evolving global (PV) solutions designed to support clients
regulatory requirements. Our at different stages of their global expansion.

customized, flexible approach With our extensive geographical coverage,

ensures seamless compliance in-depth local expertise, and robust

across multiple jurisdictions while regulatory infrastructure, we provide

maintaining operational efficiency. seamless support across multiple regions,
ensuring compliance while enabling
business growth.

Flexible and Customizable Service Models:

* Tailored solutions ranging from full-service PV operations to ad-hoc regulatory
support.

» Ability to scale from single-market oversight to global multi-region PV system
management.
Resource Scalability to Match Client Growth:

* We provide on-demand PV teams, infrastructure, and technology that adapt to your
needs.

* Rapid resource deployment ensures seamless regulatory coverage for new market
entry or expanding product portfolios.
Centralized Governance with Regional Adaptability:

e Our centralized oversight model maintains uniform quality while allowing for regional
flexibility.

e Clients benefit from a single point of coordination with localized execution across
territories.

Technology-Enabled Scalability:

* Advanced PV automation, Al-driven regulatory intelligence, and cloud-based
solutions for streamlined scaling.

» Scalable systems that reduce compliance risks and administrative burden while
optimizing efficiency.
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Why Choose PrimeVigilance?

Experience and Proven Track Record with a Variety of Clients

With experience of 15 years across a broad spectrum of pharmaceutical companies—
ranging from small startups to large multinational corporations—we bring a deep
understanding of diverse regulatory environments and can provide tailored solutions
to meet the needs of any client, regardless of size.

Real-World Insights and Data for Country-Specific Set-Up

Through years of experience, we have built a comprehensive repository of real-life data
on the setup requirements for pharmacovigilance systems in each country. This
includes detailed information on how long the set-up process typically takes and the
specific steps required for each market. Clients can rely on our insights to ensure that
they have realistic expectations and can plan accordingly for timely and compliant
system implementation.

Client-Centric Approach with a Focus on Your Vision and Mission

At PrimeVigilance, our core value is to meet our clients’ needs by truly understanding
their vision and mission. We take the time to align our pharmacovigilance services with
your goals, ensuring that our solutions are customized to support your long-term
success. Our client-first approach means that we work hand-in-hand with you to build
a solution that supports your strategic objectives and operational requirements.

Enhanced Services with In-House Expertise for Optimal Compliance and Strategic
Support

* Access to In-House QPPVs & Global Regulatory Experts

¢ End-to-End Regulatory & Compliance Support
Audit-Ready Systems Ensuring Compliance with Global Regulations

* Regulatory Excellence with Built-In Compliance Assurance
¢ Seamless Inspection Readiness & Risk Mitigation
* Technology-Enabled Compliance Management

Holistic. Scalable. Compliant. GPRlMEVIGILANCE

Our unrivalled network is trusted across the industry,
supported by experienced in-house QPPVs, regulatory

professionals, and automation-ready infrastructure.

primevigilance.com
Ready to Partner? Contact Us Today! info@primevigilance.com
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