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SUMMARY

Distinguished Regulatory Affairs Director with over a decade of comprehensive experience in navigating complex regulatory

environments within the pharmaceutical industry. Proven expertise in managing submissions to regulatory agencies and

ensuring compliance with stringent global standards. Demonstrated ability to lead cross-functional teams in the

development and implementation of regulatory strategies that enhance product approval timelines.

WORK EXPERIENCE

Regulatory Affairs Manager Global Pharma Solutions Jan 2023 - Present

Oversaw regulatory submissions for over 30 products across multiple regions.

Collaborated with R&D teams to ensure compliance during product development.

Developed and implemented regulatory strategies that reduced approval timelines by 20%.

Conducted training sessions for staff on regulatory compliance and best practices.

Managed audits and inspections, achieving a 95% compliance rate.

Maintained up-to-date knowledge of changing regulations and industry trends.

Senior Regulatory Affairs Specialist BioHealth Innovations Jan 2020 - Dec 2022

Led regulatory strategy development for clinical trials, ensuring alignment with FDA guidelines.

Reviewed and approved labeling and promotional materials for compliance.

Established strong relationships with key regulatory agencies, facilitating timely feedback.

Prepared and submitted IND and NDA applications, achieving a 100% acceptance rate.

Monitored post-market surveillance and adverse event reporting.

Participated in cross-departmental meetings to align regulatory and business objectives.

EDUCATION

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

ADDITIONAL INFORMATION

Technical Skills: Regulatory strategy, Compliance management, Risk assessment, Cross-functional collaboration,

Clinical trial oversight, Stakeholder engagement

Awards/Activities: Successfully reduced regulatory submission timelines by 30% through process optimization.

Awards/Activities: Recognized with the 'Excellence in Leadership' award for outstanding team performance.

Awards/Activities: Published three articles in reputable industry journals on regulatory best practices.

Languages: English, Spanish, French


