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SKILLS

Regulatory Affairs
Compliance Management
Risk Assessment

Quality Assurance
Project Leadership

Process Improvement

EDUCATION

MASTER OF SCIENCE IN BIOMEDICAL
ENGINEERING, HEALTH UNIVERSITY

LANGUAGE

English
Spanish

German

ACHIEVEMENTS

Recipient of the 'Innovation in Safety"
award for contributions to medical
device standards.

Successfully led a project team that
reduced product recalls by 50%.

Authored multiple compliance guidelines
adopted industry-wide.

Michael Anderson

PRINCIPAL ELECTRONICS STANDARDS
ENGINEER

| am an Electronics Standards Engineer with over 12 years of experience in
the medical devices industry. | specialize in developing and enforcing
electronic standards that ensure product safety and compliance with
regulations such as ISO 13485 and IEC 60601. My extensive background in
quality assurance and regulatory affairs has endowed me with the skills
necessary to navigate complex compliance landscapes.

EXPERIENCE

PRINCIPAL ELECTRONICS STANDARDS ENGINEER

MedTech Innovations
2016 - Present

e Developed and implemented electronic standards for medical devices in
compliance with ISO 13485.

e Led cross-functional teams to improve compliance processes and product
safety.

e Conducted risk management activities to identify and mitigate potential
hazards.

e Collaborated with regulatory agencies to ensure adherence to IEC 60601
standards.

e Streamlined documentation processes, reducing approval times by 40%.

e Presented compliance status reports to executive leadership regularly.

REGULATORY COMPLIANCE SPECIALIST

Health Electronics Co.
2014 - 2016

e Monitored product compliance with FDA and CE marking requirements.

Developed training programs to educate staff on regulatory standards.
e Assisted in the preparation of submissions for product approvals.

e Collaborated with engineering teams to address compliance issues
proactively.

e Conducted audits and inspections to ensure adherence to quality standards.

e Aided in achieving a 30% reduction in product non-conformances.



