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SUMMARY

Distinguished regulatory affairs professional with over 10 years of comprehensive experience in the pharmaceutical

industry. Expertise in navigating complex regulatory environments, ensuring compliance with FDA and EMA regulations.

Proficient in developing and implementing strategies for regulatory submissions, including INDs, NDAs, and BLAs.

Demonstrated ability to collaborate with cross-functional teams to facilitate timely product approvals and market access.

WORK EXPERIENCE

Senior Regulatory Affairs Specialist PharmaCorp Inc. Jan 2023 - Present

Led the preparation and submission of regulatory documents for multiple drug applications.

Coordinated with clinical teams to ensure compliance with regulatory requirements.

Analyzed and interpreted regulatory guidelines to inform product development strategies.

Managed communications with regulatory agencies regarding product inquiries and submissions.

Developed training materials for staff on regulatory compliance best practices.

Reviewed labeling and promotional materials for compliance with regulatory standards.

Regulatory Affairs Associate HealthSolutions Ltd. Jan 2020 - Dec 2022

Assisted in the preparation of regulatory submissions for clinical trials.

Conducted research on regulatory changes impacting product development.

Collaborated with R&D to ensure regulatory considerations were integrated into product design.

Tracked and reported on regulatory timelines to ensure project milestones were met.

Participated in regulatory inspections and audits, providing necessary documentation.

Supported post-marketing surveillance activities to monitor product safety.

EDUCATION

Master of Science in Regulatory Science, University of California, San Francisco Sep 2019 - Oct 2020

ADDITIONAL INFORMATION

Technical Skills: Regulatory Strategy, Compliance Management, Clinical Trials, Risk Assessment, FDA Regulations,

Communication

Awards/Activities: Successfully led a team that achieved a 95% approval rate for regulatory submissions over three

years.

Awards/Activities: Recognized with the Regulatory Excellence Award for outstanding contributions to product approvals.

Awards/Activities: Implemented a new regulatory tracking system that reduced submission preparation time by 30%.

Languages: English, Spanish, French


