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MICHAEL ANDERSON
L E A D  R E G U L ATO RY A F FA I R S  C O N S U LTA N T

Distinguished Medical Devices Regulatory Specialist with a significant track
record in regulatory strategy development and implementation for complex
medical devices. Expert in navigating the intricacies of global regulatory
frameworks, including FDA, EMA, and TGA. Proven ability to drive compliance
initiatives while enhancing product safety and effectiveness. Adept at
conducting audits, risk assessments, and ensuring adherence to quality
management systems.

PROFESSIONAL EXPERIENCE

Regulatory Insights Group
Lead Regulatory Affairs Consultant

Mar 2018 - Present

Provided expert regulatory guidance for medical device startups entering the
market.

Developed comprehensive regulatory strategies for product launches.

Conducted regulatory training workshops for clients and stakeholders.

Reviewed and assessed product compliance with international standards.

Facilitated communication between clients and regulatory agencies.

Advised on post-market surveillance and reporting requirements.

Advanced Medical Solutions
Senior Regulatory Affairs Specialist

Dec 2015 - Jan 2018

Led regulatory submissions for high-risk medical devices.

Developed and maintained regulatory documentation and SOPs.

Conducted internal audits to ensure compliance with ISO standards.

Managed regulatory aspects of clinical trials and data collection.

Collaborated with marketing to ensure compliant promotional materials.

Engaged in risk management activities and strategy development.

ACHIEVEMENTS

Regulatory strategy•

Compliance oversight•

Risk assessment•

Quality management systems•

Stakeholder communication•

Training and development•

English•

Spanish•

French•

Doctor of Philosophy in Regulatory
Science, University of Southern
California

•

Successfully guided clients through FDA and EMA approval processes.•

Achieved a 40% reduction in time-to-market for critical medical devices.•

Recognized for contributions to industry publications on regulatory best practices.•


