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» michael.anderson@email.com
Vice President of Regulatory Affairs

Strategic regulatory affairs executive with over 14 years of experience in the biotechnology and pharmaceutical sectors,
recognized for expertise in regulatory submissions and compliance strategies. Proven ability to lead large-scale regulatory
projects and navigate complex regulatory frameworks to achieve successful product approvals. Adept at developing strategic
partnerships with regulatory agencies and stakeholders to facilitate compliance and expedite the approval process.

WORK EXPERIENCE

Vice President of Regulatory Affairs | BioPharma Solutions Jan 2022 - Present

» Oversaw global regulatory strategy for a diverse portfolio of biotech products.

» Collaborated with R&D to align product development with regulatory requirements.
» Directed the preparation and submission of regulatory documentation.

« Engaged with health authorities to negotiate product approvals.

« Mentored junior regulatory staff and built a high-performing team.

+ Championed initiatives to streamline regulatory processes and improve efficiency.

Director of Regulatory Affairs | Pharmaceutical Innovations Inc. Jul 2019 - Dec 2021

e Led regulatory submissions for new drug applications and INDs.

« Coordinated cross-functional teams to ensure compliance with regulatory standards.
« Conducted training for staff on regulatory changes and compliance requirements.

* Managed regulatory audits and inspections with a focus on continuous improvement.
» Developed strategic plans for product registration in global markets.

» Reviewed and approved promotional materials for compliance with regulations.

SKILLS

Regulatory strategy Biotechnology Leadership Compliance management Project management

Stakeholder engagement

EDUCATION

Master of Business Administration 2015 -2019
Harvard Business School

ACHIEVEMENTS

o Achieved a 98% success rate in regulatory submissions over five years.
+ Recognized as a top regulatory executive by the Global Regulatory Association.

* Implemented a mentorship program that improved team performance by 30%.

LANGUAGES

English Spanish French



