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Phone: (555) 234-5678

Email: michael.anderson@email.com
Address: San Francisco, CA

Website: www.michaelanderson.com

EXPERTISE SKILLS

* Medical device regulation

+ Quality management

* Risk management

» Cross-functional leadership
» Post-market compliance

» Training development

LANGUAGES

* English
* Spanish

e French

CERTIFICATION

» Bachelor of Science in Biomedical
Engineering, University of Michigan

REFERENCES

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 DIRECTOR

Accomplished Regulatory Affairs Director with a robust background in medical
device regulation and compliance. Recognized for a strategic approach to
navigating the complexities of regulatory frameworks and ensuring product
safety and efficacy. Proven ability to lead teams in developing regulatory
submissions that meet both domestic and international standards. Expertise in
quality management systems and risk management practices, ensuring
adherence to ISO and FDA requirements.

PROFESSIONAL EXPERIENCE

MedTech Solutions
Regulatory Affairs Director

Mar 2018 - Present

e Managed regulatory submissions for a portfolio of over 50 medical devices.

¢ Implemented quality management systems, improving compliance rates by
30%.

e Led cross-functional teams in preparation for FDA and CE mark submissions.
¢ Conducted internal audits to ensure adherence to regulatory standards.
¢ Developed training programs on regulatory compliance for new hires.

¢ Provided strategic regulatory guidance to senior leadership on product
development.

Health Devices Corp. Dec 2015 - Jan 2018

Senior Regulatory Affairs Manager

¢ Led regulatory affairs for Class Il and Class Ill medical devices, ensuring
compliance.

¢ Coordinated successful FDA 510(k) submissions, achieving timely approvals.

e Engaged in post-market surveillance and risk management activities.

¢ Collaborated with engineering teams to address regulatory requirements during
design.

e Prepared detailed regulatory documentation for audits and inspections.

e Maintained current knowledge of global regulatory requirements and trends.

ACHIEVEMENTS

» Successfully led a team that achieved a 40% reduction in submission timelines.

» Awarded 'Employee of the Year' for outstanding contributions to regulatory
compliance.

» Published a white paper on best practices in medical device regulation.



