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BACHELOR OF SCIENCE IN BIOLOGY,

STANFORD UNIVERSITY

ACHIEVEMENTS

MICHAEL ANDERSON
CL IN ICAL  REGULATORY  AFFA IRS  MANAGER

PROFILE

Highly experienced Clinical Regulatory Affairs Manager with a comprehensive

background in biotechnology and medical devices. Expertise encompasses

the full lifecycle of regulatory submissions, from preclinical through post-

market activities. Demonstrated ability to align regulatory strategies with

business objectives while maintaining compliance with global regulations.

Proven success in managing complex projects and leading multidisciplinary

teams to achieve timely product approvals.

EXPERIENCE

CLINICAL REGULATORY AFFAIRS MANAGER

BioInnovate Technologies

2016 - Present

Directed all regulatory activities for a portfolio of medical devices, ensuring

compliance with ISO and FDA standards.

Developed regulatory strategies for new product development and market

entry.

Led cross-functional teams in preparing and submitting regulatory dossiers.

Facilitated meetings with regulatory agencies to discuss submission strategies

and requirements.

Implemented risk management practices to identify and mitigate regulatory

challenges.

Authored and reviewed technical documentation for accuracy and compliance.

REGULATORY AFFAIRS SPECIALIST

MedTech Solutions

2014 - 2016

Assisted in the preparation of regulatory submissions for CE marking and FDA

approval.

Conducted regulatory intelligence to inform product development and

strategy.

Maintained up-to-date knowledge of global regulatory changes affecting

product lines.

Collaborated with R&D to ensure compliance from the early stages of product

development.

Provided regulatory training and support to internal teams.

Reviewed clinical trial protocols to ensure regulatory compliance.

MA

Regulatory Strategy•

Biotechnology•

Medical Devices•

Compliance Management•

Project Coordination•

Team Leadership•

English•

Spanish•

French•

Achieved a 25% increase in successful

regulatory submissions within first year

of management.

•

Recognized for excellence in leading a

major product approval project ahead of

schedule.

•

Contributed to a 50% reduction in

regulatory compliance issues through

process improvements.

•


