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SUMMARY

Distinguished Regulatory Documentation Specialist with over a decade of experience in the pharmaceutical and

biotechnology sectors. Expertise encompasses the meticulous preparation and submission of regulatory documents,

ensuring compliance with evolving global standards. Demonstrated ability to collaborate with cross-functional teams,

streamline documentation processes, and enhance operational efficiency. Proven track record in managing complex

projects while adhering to strict timelines and regulatory guidelines.

WORK EXPERIENCE

Regulatory Affairs Manager PharmaCorp Jan 2023 - Present

Led the development and submission of regulatory documents for new drug applications.

Coordinated with clinical and quality assurance teams to ensure compliance with regulatory standards.

Implemented an electronic document management system that reduced submission errors by 30%.

Conducted training sessions on regulatory requirements for internal staff.

Maintained up-to-date knowledge of FDA and EMA regulations.

Served as the primary liaison with regulatory agencies during audits.

Regulatory Documentation Specialist BioTech Innovations Jan 2020 - Dec 2022

Drafted and reviewed regulatory submissions, ensuring accuracy and completeness.

Collaborated with R&D on product development to align regulatory strategies.

Utilized regulatory databases to track submission timelines and outcomes.

Assisted in the preparation of responses to agency inquiries.

Conducted risk assessments to identify potential regulatory issues.

Monitored changes in regulations to update internal policies accordingly.

EDUCATION

Master of Science in Regulatory Affairs, University of California, 2009 Sep 2019 - Oct 2020

ADDITIONAL INFORMATION

Technical Skills: Regulatory compliance, Document management, Project management, Risk assessment, Team

collaboration, Quality assurance

Awards/Activities: Successfully led a project that resulted in a 25% reduction in time to market for new products.

Awards/Activities: Recognized with the 'Excellence in Compliance' award in 2019.

Awards/Activities: Improved submission approval rates by 15% through enhanced documentation practices.

Languages: English, Spanish, French


