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SUMMARY

Distinguished Regulatory Affairs Specialist with a robust background in biotechnology, demonstrating expertise in
navigating complex regulatory landscapes. Proven track record in facilitating product approvals and ensuring compliance
with international regulations. Adept at collaborating with cross-functional teams to streamline processes and enhance
product development initiatives. Extensive experience in preparing and submitting regulatory documentation, while
maintaining up-to-date knowledge of evolving industry standards.

WORK EXPERIENCE

Regulatory Affairs Manager Biotech Innovations Inc. Jan 2023 - Present

¢ Directed regulatory submissions for multiple product lines, ensuring compliance with FDA and EMA requirements.
e Coordinated cross-departmental teams to facilitate timely responses to regulatory queries.

« Developed and implemented regulatory strategies to optimize product development timelines.

¢ Monitored changes in regulatory policies and communicated impacts to stakeholders.

e Conducted training sessions on regulatory compliance for internal teams.

e Prepared comprehensive regulatory reports for senior management review.

Regulatory Affairs Specialist HealthTech Solutions Jan 2020 - Dec 2022

* Managed regulatory submissions for clinical trials, ensuring adherence to GCP guidelines.

¢ Reviewed and approved labeling and promotional materials for compliance with regulatory standards.
« Maintained regulatory files and documentation in accordance with industry best practices.

e Assisted in the preparation of IND and NDA submissions.

e Collaborated with R&D teams to ensure alignment on regulatory requirements for new products.

o Participated in regulatory inspections and audits, providing necessary documentation and support.

EDUCATION

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

ADDITIONAL INFORMATION

« Technical Skills: Regulatory submissions, Compliance management, Cross-functional collaboration, Strategic planning,
Data analysis, Policy monitoring
¢ Awards/Activities: Successfully led a team that achieved a 30% reduction in regulatory submission timelines.

« Awards/Activities: Honored with the 'Excellence in Regulatory Affairs' award for outstanding contributions to product
approvals.

* Awards/Activities: Published a comprehensive guide on regulatory compliance best practices in a leading industry
journal.

Languages: English, Spanish, French



