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EXPERTISE SKILLS

* Regulatory compliance
* Medical devices

+ Quality management
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* Documentation review

» Stakeholder collaboration
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* English
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e French
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» Bachelor of Science in Biomedical
Engineering, University of Michigan
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MICHAEL ANDERSON

REGULATORY COMPLIANCE OFFICER

Accomplished Regulatory Submissions Specialist with a strong track record in
the medical device industry, possessing specialized knowledge in regulatory
compliance and submission processes. Expertise in conducting
comprehensive regulatory assessments and developing submission strategies
to meet stringent industry standards. Proven ability to collaborate with cross-
functional teams to ensure product compliance from conception through
commercialization.

PROFESSIONAL EXPERIENCE

MedTech Innovations
Regulatory Compliance Officer

Mar 2018 - Present

e Managed regulatory submissions for Class Il and Il medical devices.

¢ Developed and implemented quality management systems to ensure
compliance.

¢ Reviewed technical documentation for accuracy and completeness.
e Engaged with regulatory bodies to facilitate pre-market approvals.
e Conducted risk assessments and prepared regulatory reports.

¢ Trained staff on regulatory compliance standards and procedures.

HealthTech Solutions
Regulatory Affairs Analyst

Dec 2015 - Jan 2018

e Supported regulatory submission processes for medical devices across
multiple markets.

¢ Assisted in preparing documentation for CE marking and FDA submissions.

¢ Monitored changes in regulations and communicated impacts to stakeholders.
¢ Collaborated with R&D to ensure alignment with regulatory requirements.

¢ Participated in product development meetings to provide regulatory insights.

e Conducted internal audits to evaluate compliance with regulatory standards.

ACHIEVEMENTS

» Achieved 100% compliance during regulatory audits for consecutive years.

+ Successfully submitted over 20 medical device applications, resulting in expedited
market access.

* Recognized with 'Excellence in Compliance' award for outstanding contributions to
regulatory processes.



