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EXPERTISE SKILLS

* Medical devices

* Regulatory compliance

* Quality assurance

* Project management

* Training and development

» Market access strategies

LANGUAGES

* English
* Spanish

e French

CERTIFICATION

» Master of Science in Biomedical
Engineering, Stanford University
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MICHAEL ANDERSON

LEAD REGULATORY AFFAIRS SPECIALIST

Accomplished Regulatory Affairs Specialist with a strong focus on medical
devices and over 12 years of industry experience. Expertise in navigating
complex regulatory landscapes, ensuring compliance with FDA, ISO, and
international regulations. Demonstrates a proactive approach to problem-
solving and a commitment to quality assurance throughout the product
lifecycle. Proven ability to lead cross-functional teams in the successful
submission of regulatory documents, resulting in expedited product approvals.

PROFESSIONAL EXPERIENCE

Device Solutions LLC Mar 2018 - Present

Lead Regulatory Affairs Specialist
¢ Led regulatory strategies for a portfolio of medical devices, achieving a 40%
increase in market access.

e Managed the submission of 510(k) applications, ensuring compliance with
applicable regulations.

¢ Collaborated with engineering teams to align product designs with regulatory
requirements.

¢ Conducted training for internal teams on regulatory compliance and quality
standards.

e Served as the primary contact for regulatory agencies during product
evaluations.

¢ Implemented quality management systems to enhance compliance and
operational efficiency.

MedDevice Experts Dec 2015 - Jan 2018

Regulatory Affairs Consultant

¢ Provided regulatory guidance for medical device startups seeking FDA
approval.

¢ Assisted clients in preparing regulatory submissions and documentation.

e Conducted gap analyses to identify regulatory compliance issues.

¢ Facilitated workshops on regulatory strategy and submission processes.

¢ Reviewed product labeling for compliance with FDA regulations.

¢ Advised on post-market surveillance requirements for medical devices.

ACHIEVEMENTS

* Increased submission success rates by 30% through improved regulatory
processes.

» Recognized as 'Employee of the Year' in 2020 for outstanding contributions.

» Developed a best practices guide for regulatory submissions used across multiple
teams.



