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MICHAEL ANDERSON
R E G U L ATO RY A F FA I R S  S P E C I A L I S T

Dynamic Biomedical Device Specialist with a focus on regulatory affairs and
compliance in the medical device sector. Over 7 years of extensive experience
in navigating complex regulatory environments, ensuring that products meet
stringent industry standards. Expertise in creating and executing regulatory
strategies that facilitate timely product approvals and market entry. Skilled in
conducting risk assessments, preparing submissions, and liaising with
regulatory agencies.

PROFESSIONAL EXPERIENCE

Advanced Medical Technologies
Regulatory Affairs Specialist

Mar 2018 - Present

Developed and submitted regulatory documentation for new medical devices.

Conducted regulatory compliance audits to ensure adherence to FDA and ISO
standards.

Collaborated with product development teams to integrate regulatory
requirements into design processes.

Provided training on regulatory changes and compliance best practices to staff.

Managed communications with regulatory agencies regarding submissions and
inquiries.

Monitored changes in regulations to proactively adjust compliance strategies.

BioSafe Solutions
Quality Assurance Engineer

Dec 2015 - Jan 2018

Implemented quality control processes for biomedical devices throughout the
lifecycle.

Conducted testing and validation of products to ensure safety and efficacy.

Prepared quality documentation and reports for regulatory compliance
submissions.

Collaborated with cross-functional teams to resolve quality issues and
implement corrective actions.

Trained personnel on quality assurance protocols and best practices.

Performed root cause analysis for product defects, leading to a 15% reduction
in returns.

ACHIEVEMENTS

Regulatory Strategy•

Compliance Audits•

Risk Assessment•

Quality Control•

Training Development•

Documentation•

English•

Spanish•

French•

Master of Science in Regulatory
Affairs, University of Health
Sciences, 2015

•

Successfully guided multiple products through the FDA approval process.•

Received 'Outstanding Compliance Award' for excellence in regulatory affairs.•

Developed a compliance training program adopted company-wide.•


