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EXPERTISE SKILLS

» Regulatory Strategy

« Compliance Management

» Cross-Functional Leadership
* Market Research

* Training Development

* Documentation Management

LANGUAGES

* English
* Spanish

e French

CERTIFICATION

* Master of Business Administration,
University of Michigan
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John Smith
Senior Manager, Tech Corp
john.smith@email.com

Sarah Johnson
Director, Innovation Labs
sarah.j@email.com

Michael Brown

VP Engineering, Solutions Inc
mbrown@email.com

MICHAEL ANDERSON

REGULATORY AFFAIRS MANAGER

Strategic Regulatory Affairs Manager possessing over 15 years of extensive
experience in the medical device industry. Recognized for adeptness in
navigating complex regulatory frameworks and driving compliance initiatives
that align with business objectives. Proven track record of successfully
managing cross-functional teams to ensure that all products meet regulatory
standards before market entry.

PROFESSIONAL EXPERIENCE

MedTech Innovations
Regulatory Affairs Manager
¢ Led regulatory strategy development for multiple new product lines.

¢ Oversaw the preparation and submission of 510(k) applications and PMAs.

¢ Collaborated with engineering and marketing teams to ensure compliance in
product design.

o Conducted regulatory training sessions for internal stakeholders.
¢ Managed relationships with FDA and international regulatory agencies.

¢ Implemented a tracking system for regulatory submissions to enhance
oversight.

HealthTech Corp
Regulatory Compliance Specialist

¢ Assisted in the regulatory review of product changes and labeling updates.

¢ Maintained regulatory documentation and submission databases for accuracy.
¢ Conducted market research to identify regulatory trends affecting product lines.
¢ Supported audits and inspections by regulatory authorities.

¢ Provided regulatory guidance to product development teams.

¢ Developed a regulatory compliance checklist to streamline processes.

ACHIEVEMENTS

* Achieved a 25% reduction in submission errors by enhancing documentation
processes.

* Recipient of the 'Excellence in Compliance' award for outstanding performance.

» Developed a regulatory framework that has been adopted company-wide for
efficiency.

Mar 2018 - Present

Dec 2015 - Jan 2018



