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San Francisco, CA

SKILLS

LANGUAGES

EDUCATION

BACHELOR OF SCIENCE IN BIOLOGY,

UNIVERSITY OF FLORIDA, 2013

ACHIEVEMENTS

MICHAEL ANDERSON
SEN IOR  REGULATORY  SPEC IAL I ST

PROFILE

Accomplished Regulatory Documentation Specialist with extensive expertise

in healthcare compliance and regulatory affairs. Proven ability to produce

high-quality documentation that meets the stringent requirements of various

regulatory bodies. Strong analytical skills enable thorough evaluation of

documents for accuracy and adherence to guidelines. Exceptional

communicator, capable of articulating complex regulatory concepts to diverse

audiences.

EXPERIENCE

SENIOR REGULATORY SPECIALIST

HealthSolutions Inc.

2016 - Present

Oversaw the regulatory submission process for multiple product lines.

Developed and maintained regulatory documentation templates to standardize

submissions.

Facilitated cross-departmental meetings to align on regulatory strategies.

Evaluated regulatory changes and their implications on existing products.

Led a team of junior specialists in document preparation and review.

Created comprehensive training materials for new hires in regulatory affairs.

REGULATORY AFFAIRS ASSOCIATE

MediTech Corp

2014 - 2016

Assisted in preparing regulatory submissions for medical devices.

Conducted research on international regulatory requirements.

Maintained detailed records of submission timelines and agency feedback.

Supported quality assurance audits by providing necessary documentation.

Collaborated with marketing to ensure compliance in promotional materials.

Participated in regulatory strategy meetings to provide documentation

insights.

MA

Healthcare compliance•

Regulatory submissions•

Document review•

Team leadership•

Training development•

Stakeholder engagement•

English•

Spanish•

French•

Streamlined the regulatory submission

process, reducing turnaround time by

40%.

•

Awarded 'Employee of the Year' for

outstanding contributions to regulatory

compliance.

•

Successfully navigated complex

regulatory challenges leading to timely

product approvals.

•


