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LANGUAGES

EDUCATION

MASTER'S IN REGULATORY AFFAIRS,

COLLEGE OF HEALTH SCIENCES

ACHIEVEMENTS

Michael
ANDERSON

Strategic Biomedical Research Consultant with a focus on regulatory affairs and

compliance, bringing over 7 years of experience in the medical device industry.

Extensive knowledge of FDA regulations and ISO standards, ensuring research

activities align with legal and ethical guidelines. Skilled in risk assessment, quality

assurance, and project management. Proven track record of developing and

implementing quality management systems that enhance operational efficiency.

WORK EXPERIENCE

REGULATORY AFFAIRS SPECIALIST

MedTech Solutions

2020 - 2025

Managed regulatory submissions for new medical devices, ensuring compliance

with all regulations.

Conducted risk assessments to identify potential compliance issues.

Developed standard operating procedures to streamline compliance processes.

Collaborated with R&D teams to ensure design control compliance.

Trained staff on regulatory requirements and best practices.

Monitored industry changes to keep the organization informed of new regulations.

QUALITY ASSURANCE ANALYST

SafeMed Technologies

2015 - 2020

Conducted internal audits to assess compliance with quality standards.

Developed quality assurance protocols that improved product reliability.

Collaborated with cross-functional teams to address quality issues.

Managed documentation for regulatory inspections and audits.

Provided training on quality management systems to new employees.

Implemented corrective actions that reduced defects by 15%.

Regulatory compliance•

Quality assurance•

Risk assessment•

Project management•

Team collaboration•

Training and development•

English•

Spanish•

French•

Successfully led a project that

resulted in ISO certification for the

organization.

•

Developed a compliance training

program adopted by the company.

•

Recognized for outstanding

contributions to product quality

improvement initiatives.

•

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


