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SKILLS

Regulatory Affairs
Compliance Management
Submission Management
Risk Assessment

Project Management

Stakeholder Engagement

EDUCATION

MASTER OF SCIENCE IN REGULATORY
AFFAIRS, NORTHEASTERN UNIVERSITY

LANGUAGE

English

Spanish

German

ACHIEVEMENTS

Achieved a 50% reduction in regulatory
submission errors through improved
documentation practices.

Recognized as 'Top Consultant' in 2020
for outstanding contributions to client
success.

Published articles on regulatory trends in
leading industry journals, enhancing
professional visibility.

Michael Anderson

REGULATORY AFFAIRS CONSULTANT

| am a proactive Life Sciences Consultant with over 9 years of experience in
regulatory affairs and compliance within the medical device industry. My
career has been focused on ensuring that products meet stringent
regulatory standards while also supporting clients in navigating the
complexities of market entry. | have successfully managed submissions for
various medical devices, resulting in timely approvals and market launches.

EXPERIENCE

REGULATORY AFFAIRS CONSULTANT

MedReg Solutions
2016 - Present

e Managed regulatory submissions for over 20 medical devices, achieving a
100% approval rate.

e Developed and implemented compliance strategies that reduced submission
timelines by 25%.

e Collaborated with R&D teams to ensure regulatory requirements were met
throughout product development.

e Conducted training sessions on regulatory standards, enhancing team
knowledge and compliance awareness.

e Maintained up-to-date knowledge of regulatory changes and communicated
impacts to clients.

e Provided strategic advice on market entry strategies, improving clients'
competitive positioning.

CONSULTANT

Compliance Consulting Group

2014 - 2016

e Supported clients in achieving ISO certification, improving compliance rates
by 30%.

e Conducted gap analyses to identify areas for improvement in regulatory
processes, resulting in enhanced efficiency.

¢ Facilitated meetings with regulatory authorities to discuss product
submissions and compliance issues.

e Developed regulatory documentation and ensured accuracy and
completeness for submissions.

e Collaborated with marketing teams to align regulatory strategies with product
launch timelines.

e Monitored industry trends and regulatory changes, providing insights that
informed client strategies.



