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SUMMARY

Distinguished regulatory affairs professional with over 15 years of experience in the biopharmaceutical sector, specializing
in training and compliance. Demonstrated expertise in navigating complex regulatory landscapes, ensuring that all training
programs align with global standards and best practices. Adept at developing comprehensive training modules that enhance
team capabilities and foster a culture of continuous improvement.

WORK EXPERIENCE

Senior Regulatory Affairs Trainer Global Pharma Solutions Jan 2023 - Present

« Designed and implemented regulatory training programs for over 200 employees.

e Conducted workshops on FDA compliance and regulatory updates.

e Collaborated with R&D to ensure alignment of training content with project milestones.
e Utilized e-learning platforms to enhance accessibility of training materials.

¢ Monitored and evaluated training effectiveness through feedback and assessments.

¢ Developed training manuals and resources that improved staff competency by 30%.

Regulatory Affairs Specialist BioHealth Innovations Jan 2020 - Dec 2022
e Managed regulatory submissions for clinical trials, ensuring timely approvals.

* Reviewed product labeling and promotional materials for compliance.

« Assisted in the development of internal SOPs for regulatory processes.

* Engaged with regulatory agencies during inspections and audits.

e Conducted risk assessments to identify potential compliance issues.

e Trained junior staff on regulatory requirements and best practices.

EDUCATION

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

ADDITIONAL INFORMATION

¢ Technical Skills: Regulatory Compliance, Training Development, Risk Assessment, Cross-Functional Collaboration, FDA
Regulations, ISO Standards

¢ Awards/Activities: Successfully led a project that resulted in a 40% reduction in training time.
* Awards/Activities: Recognized as Employee of the Year for outstanding contributions to regulatory education.

« Awards/Activities: Achieved a 95% satisfaction rate in training program evaluations.

¢ Languages: English, Spanish, French



