CONTACT

t. (555) 234-5678
michael.anderson@email.com

Q@ San Francisco, CA

SKILLS

Medical Device Regulations
Compliance Strategy
Project Management
Quality Assurance

Risk Management

Team Collaboration

LANGUAGES

o English
e Spanish

e French

EDUCATION

BACHELOR OF SCIENCE IN BIOMEDICAL

ENGINEERING, UNIVERSITY OF
MICHIGAN

ACHIEVEMENTS

MICHAEL ANDERSON

REGULATORY AFFAIRS MANAGER

PROFILE

Accomplished regulatory affairs analyst with a solid foundation in medical
device regulations and extensive experience in product lifecycle
management. Expertise in ensuring compliance with global regulatory
standards, including ISO and FDA requirements. Proven track record of
collaborating with engineering and quality assurance teams to facilitate
successful product launches. Strong communication skills, adept at
interfacing with regulatory bodies and internal stakeholders to drive
compliance initiatives.

EXPERIENCE

REGULATORY AFFAIRS MANAGER

MedTech Innovations

20176 - Present

e Oversaw regulatory submissions for new medical devices, ensuring
compliance with international standards.

¢ Developed and maintained regulatory documentation and compliance
strategies.

e Coordinated pre-market approval processes with cross-functional teams.
¢ Reviewed technical files and risk assessments for regulatory compliance.

e Conducted training sessions on regulatory requirements for product
development teams.

¢ Engaged with regulatory agencies to resolve compliance issues efficiently.

REGULATORY AFFAIRS ANALYST

HealthTech Solutions

2014 - 2016

e Supported regulatory submissions for Class Il and Ill medical devices.
¢ Prepared and submitted 510(k) applications, ensuring timely approvals.

e Conducted regulatory assessments for product modifications and updates.

Achieved successful clearance for over e Maintained current knowledge of industry standards and regulatory changes.

50 medical devices in three years. - . . .
J e Collaborated with quality assurance to ensure compliance with ISO 13485.

Developed a compliance training
program that improved team
understanding by 40%.

e Participated in internal audits to assess compliance with regulatory
requirements.

Recognized as Employee of the Year for
contributions to regulatory success.




