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SUMMARY

Distinguished regulatory lawyer with over 15 years of experience in navigating complex legal frameworks and ensuring
compliance across multiple jurisdictions. Demonstrated expertise in advising multinational corporations on regulatory
matters, including environmental, health, and safety regulations. Proficient in conducting thorough legal analyses and
developing strategies that align business objectives with regulatory requirements.

WORK EXPERIENCE

Senior Regulatory Counsel Global BioPharma Corp Jan 2023 - Present

¢ Advised on compliance with FDA regulations for new drug applications.

¢ Led internal audits to assess adherence to environmental compliance standards.

« Developed training programs for staff on regulatory changes and implications.

* Negotiated settlements in regulatory disputes to minimize financial exposure.

e Collaborated with cross-functional teams to align product development with regulatory guidelines.
¢ Authored comprehensive reports on regulatory trends impacting the pharmaceutical industry.

Regulatory Affairs Manager Health Solutions Inc. Jan 2020 - Dec 2022
e Managed the submission process for regulatory approvals of medical devices.

e Conducted risk assessments to identify compliance gaps within operations.

« Maintained relationships with key regulatory bodies to facilitate approvals.

¢ Implemented a compliance monitoring system to track regulatory changes.

e Prepared and reviewed documentation for regulatory submissions.

e Coordinated with legal team to address compliance-related inquiries from stakeholders.

EDUCATION

Juris Doctor, Harvard Law School; Bachelor of Arts in Political Science, University of California, Sep 2079 - Oct
Berkeley 2020

ADDITIONAL INFORMATION

« Technical Skills: regulatory compliance, legal analysis, negotiation, risk management, policy advocacy, stakeholder
engagement

* Awards/Activities: Successfully defended a major client in a landmark regulatory case, resulting in a favorable ruling.
« Awards/Activities: Reduced compliance costs by 20% through the implementation of a new regulatory framework.

« Awards/Activities: Awarded 'Regulatory Lawyer of the Year' by the National Association of Regulatory Lawyers in 2022.

e Languages: English, Spanish, French



