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SUMMARY

Distinguished regulatory affairs professional with over 15 years of experience in the pharmaceutical industry, specializing in

the development and implementation of compliance strategies for drug approval processes. Proven track record of

navigating complex regulatory environments and fostering relationships with key stakeholders to ensure successful market

entry for pharmaceutical products. Expertise encompasses regulatory submissions, clinical trial oversight, and post-

marketing surveillance.

WORK EXPERIENCE

Senior Regulatory Affairs Specialist Global Pharma Solutions Jan 2023 - Present

Led the preparation and submission of IND and NDA applications to the FDA.

Collaborated with clinical teams to ensure compliance with regulatory standards.

Managed interactions with regulatory agencies during product development phases.

Developed and implemented training programs for junior regulatory staff.

Conducted regulatory gap analyses to identify compliance issues.

Authored and reviewed regulatory documents to support clinical trials.

Regulatory Affairs Manager Health Innovations Inc. Jan 2020 - Dec 2022

Oversaw regulatory submissions for new product lines, achieving a 95% approval rate.

Established and maintained relationships with international regulatory bodies.

Coordinated regulatory audits and inspections, ensuring compliance with local laws.

Provided strategic input on product development timelines and regulatory pathways.

Facilitated workshops on regulatory compliance for internal stakeholders.

Reviewed labeling and promotional materials for regulatory compliance.

EDUCATION

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

ADDITIONAL INFORMATION

Technical Skills: Regulatory submissions, Compliance strategies, Clinical trials, Cross-functional collaboration, Training

and development, Auditing

Awards/Activities: Successfully led a project that reduced submission timelines by 30%.

Awards/Activities: Recipient of the Regulatory Excellence Award in 2021 for outstanding contributions.

Awards/Activities: Developed a regulatory framework that improved compliance metrics by 40%.

Languages: English, Spanish, French


