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Regulatory Affairs Director

Results-oriented Regulatory Documentation Specialist with significant experience in medical device regulations and compliance.
Expertise in navigating the complex landscape of regulatory submissions, ensuring adherence to both domestic and international
standards. Strong skills in risk assessment and mitigation, with a proven ability to enhance documentation practices for improved
approval rates. Excellent communicator, adept at building relationships with regulatory agencies and cross-functional teams to
support timely submissions.

WORK EXPERIENCE

Regulatory Affairs Director | MedDevice Solutions Jan 2022 - Present

» Directed regulatory strategy for the development and approval of medical devices.

« Oversaw the preparation and submission of regulatory documents to FDA and international agencies.
« Collaborated with R&D to ensure compliance throughout the product lifecycle.

» Managed a team of regulatory professionals in documenting compliance efforts.

« Conducted risk assessments to identify potential regulatory challenges.

« Engaged with regulatory bodies to facilitate communication and approvals.

Senior Regulatory Specialist | HealthTech Innovations Jul 2019 - Dec 2021

» Assisted in the preparation of regulatory submissions for medical devices.

» Reviewed documentation for compliance with regulatory standards.

* Maintained records of regulatory submissions and agency communications.
e Supported quality assurance audits with necessary documentation.

* Monitored changes in regulations to ensure ongoing compliance.

» Collaborated with marketing to ensure accurate product claims.

SKILLS

Medical device regulations Compliance strategy Risk management Team leadership Documentation review

Quiality assurance

EDUCATION

Master of Science in Biomedical Engineering 20M
Johns Hopkins University

ACHIEVEMENTS

* Achieved a 40% increase in regulatory submission approval rates through improved documentation practices.
» Recognized with the 'Innovator Award' for contributions to regulatory strategies.

« Successfully led a project that resulted in the timely launch of a new medical device.

LANGUAGES

English Spanish French



