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SUMMARY

Distinguished Regulatory Affairs Consultant with extensive experience navigating complex regulatory landscapes in the
pharmaceutical industry. Demonstrated expertise in developing and implementing regulatory strategies that ensure
compliance with national and international regulations. Proven track record of facilitating successful product approvals and

maintaining compliance throughout the product lifecycle. Strong analytical skills complemented by a comprehensive
understanding of regulatory submission processes.

WORK EXPERIENCE

Senior Regulatory Affairs Specialist Pharma Solutions Inc. Jan 2023 - Present
¢ Led regulatory submissions for over 15 new drug applications.

e Coordinated cross-functional teams to ensure adherence to regulatory timelines.

e Conducted comprehensive risk assessments to identify potential compliance issues.

* Developed and maintained regulatory documentation and submission templates.

* Monitored changes in regulations and communicated updates to stakeholders.

e Provided training on regulatory processes to new team members.

Regulatory Affairs Associate HealthTech Innovations Jan 2020 - Dec 2022
« Assisted in the preparation of regulatory submissions for medical devices.

¢ Performed detailed reviews of product labeling to ensure compliance.

¢ Collaborated with R&D to align product development with regulatory requirements.

¢ Maintained up-to-date knowledge of FDA and EMA guidelines.

« Facilitated meetings with regulatory agencies to discuss submission strategies.

e Prepared internal reports on regulatory compliance status.

EDUCATION

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

ADDITIONAL INFORMATION

¢ Technical Skills: Regulatory Compliance, Submission Management, Risk Assessment, Cross-Functional Collaboration,
FDA Regulations, Project Management

o Awards/Activities: Successfully led the approval of a novel therapeutic agent, resulting in $50M in annual revenue.
e Awards/Activities: Implemented a new regulatory tracking system that reduced submission times by 30%.

« Awards/Activities: Recognized as Employee of the Year for outstanding contributions to regulatory success.

¢ Languages: English, Spanish, French



