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SUMMARY

Distinguished Regulatory Affairs Educator with extensive experience in guiding organizations through complex regulatory
frameworks. Demonstrated expertise in developing and implementing educational programs that enhance compliance and
understanding within the pharmaceutical and biotechnology sectors. Proven track record of fostering collaboration between
regulatory bodies and industry stakeholders to ensure adherence to evolving regulations.

WORK EXPERIENCE

Senior Regulatory Affairs Consultant Global Pharma Solutions Jan 2023 - Present

* Developed comprehensive training modules for regulatory compliance.

¢ Facilitated workshops on FDA submission processes and best practices.

e Collaborated with cross-functional teams to interpret regulatory guidelines.

e Conducted assessments of regulatory strategies for new product launches.

¢ Mentored junior regulatory professionals on effective communication with regulatory agencies.

¢ Streamlined documentation processes, reducing submission timelines by 20%.

Regulatory Affairs Specialist BioTech Innovations Jan 2020 - Dec 2022
e Assisted in the preparation of IND and NDA submissions.

« Monitored changes in regulations impacting product development timelines.

¢ Prepared and delivered training sessions on regulatory compliance.

¢ Engaged with regulatory agencies to clarify submission requirements.

e Evaluated clinical trial protocols for compliance with regulatory standards.

e Supported regulatory audits, ensuring readiness and compliance.

EDUCATION

Master of Science in Regulatory Affairs, University of California, 2015 Sep 2019 - Oct 2020

ADDITIONAL INFORMATION

¢ Technical Skills: Regulatory compliance, Training development, Stakeholder engagement, Project management, Risk
assessment, Data analysis

¢ Awards/Activities: Successfully launched a regulatory training program adopted by over 500 professionals.
* Awards/Activities: Recognized for excellence in regulatory guidance by the National Regulatory Association.

* Awards/Activities: Improved submission accuracy rates by 30% through targeted educational initiatives.

¢ Languages: English, Spanish, French



