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SUMMARY

Highly accomplished Regulatory Affairs Officer with over ten years of experience in navigating complex regulatory
frameworks within the pharmaceutical sector. Possesses a profound understanding of FDA regulations and international
guidelines, ensuring compliance and facilitating product approvals. Demonstrated expertise in developing regulatory
strategies that align with corporate objectives while mitigating risks. Proven track record in leading cross-functional teams
to streamline regulatory submissions and enhance operational efficiencies.

WORK EXPERIENCE

Senior Regulatory Affairs Specialist Global Pharma Solutions Jan 2023 - Present

¢ Led the regulatory strategy for multiple product launches, resulting in a 30% reduction in time to market.
¢ Reviewed and approved labeling and advertising materials in compliance with FDA regulations.

¢ Conducted thorough assessments of clinical trial data to support regulatory submissions.

¢ Collaborated with R&D teams to ensure product designs met regulatory standards.

e Trained junior staff on regulatory compliance and submission processes.

¢ Maintained up-to-date knowledge of changes in regulatory policies and guidelines.

Regulatory Affairs Associate MediTech Innovations Jan 2020 - Dec 2022

« Assisted in the preparation and submission of IND and NDA applications.

« Managed communication with regulatory authorities, ensuring timely responses to queries.
e Conducted regulatory intelligence to inform strategic decision-making.

e Participated in pre-approval inspections and audits.

¢ Developed and maintained regulatory documentation in compliance with company policies.
e Supported the development of training materials for regulatory compliance initiatives.

EDUCATION

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

ADDITIONAL INFORMATION

¢ Technical Skills: Regulatory Strategy, Compliance Management, FDA Regulations, Clinical Trials, Cross-Functional
Leadership, Risk Mitigation

« Awards/Activities: Successfully obtained regulatory approval for a groundbreaking cardiovascular drug.
¢ Awards/Activities: Reduced submission errors by 25% through the implementation of a new review process.

« Awards/Activities: Recognized with the 'Excellence in Regulatory Affairs' award for outstanding contributions.

¢ Languages: English, Spanish, French



