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Strategic Regulatory Affairs Director with a profound understanding of the

pharmaceutical industry, particularly in drug development and market access

strategies. Expertise in managing complex regulatory submissions and engaging

with health authorities globally to ensure compliance and expedite product

launches. Demonstrated ability to lead and inspire teams in high-pressure

environments while maintaining a focus on achieving organizational goals.

WORK EXPERIENCE

REGULATORY AFFAIRS DIRECTOR

Pharma Innovations Group

2020 - 2025

Led the regulatory strategy for a pipeline of 15 new drug applications.

Developed relationships with key opinion leaders and regulatory agencies.

Conducted regulatory training sessions for cross-functional teams.

Managed the preparation of regulatory submissions, achieving a 98% success

rate.

Oversaw compliance audits, implementing corrective actions as necessary.

Analyzed regulatory trends to inform strategic planning and decision-making.

REGULATORY AFFAIRS MANAGER

NextGen Pharmaceuticals

2015 - 2020

Coordinated regulatory submissions for clinical trials and marketing approvals.

Developed and implemented regulatory policies and procedures.

Engaged with external stakeholders to facilitate timely approvals.

Monitored regulatory changes and assessed their impact on ongoing projects.

Prepared responses to regulatory inquiries and submissions.

Collaborated with marketing to ensure compliance in promotional activities.

Drug development•

Market access•

Regulatory compliance•

Team leadership•

Strategic planning•

Stakeholder engagement•

English•

Spanish•

French•

Successfully launched a flagship

product, achieving over $100M in

revenue within the first year.

•

Received the 'Best Regulatory

Strategy' award at the International

Pharmaceutical Conference.

•

Contributed to a significant reduction

in time-to-market for multiple

products.

•
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