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SUMMARY

Accomplished Regulatory Affairs Manager with over 10 years of comprehensive experience in navigating complex

regulatory environments within the pharmaceutical industry. Demonstrated expertise in the development and execution of

regulatory strategies that ensure compliance with local and international regulations. Proven track record of collaborating

with multi-disciplinary teams to facilitate seamless product launches while minimizing time to market.

WORK EXPERIENCE

Senior Regulatory Affairs Specialist Global Pharma Corp Jan 2023 - Present

Developed and implemented regulatory strategies for new product submissions.

Managed interactions with regulatory authorities, ensuring compliance with all requirements.

Conducted risk assessments and provided solutions to mitigate regulatory challenges.

Prepared and submitted comprehensive regulatory documentation.

Collaborated with cross-functional teams to align product development with regulatory standards.

Monitored and analyzed regulatory changes impacting product lines.

Regulatory Affairs Analyst MediTech Solutions Jan 2020 - Dec 2022

Assisted in the preparation of regulatory submissions for various therapeutic areas.

Conducted thorough reviews of product labeling and advertising materials.

Maintained regulatory files and databases to ensure accuracy and compliance.

Analyzed regulatory guidance documents and communicated implications to stakeholders.

Supported audits and inspections by regulatory agencies.

Provided training to internal teams on regulatory compliance best practices.

EDUCATION

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

ADDITIONAL INFORMATION

Technical Skills: Regulatory Strategy, Compliance Management, Risk Assessment, Cross-functional Collaboration,

Documentation, Regulatory Intelligence

Awards/Activities: Successfully led a project that reduced time to market by 20% through streamlined regulatory

processes.

Awards/Activities: Received 'Regulatory Excellence Award' for outstanding contributions to product approval timelines.

Awards/Activities: Authored a white paper on emerging trends in regulatory compliance, published in a leading industry

journal.

Languages: English, Spanish, French


