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MICHAEL ANDERSON
REGULATORY  AFFA IRS  MANAGER

PROFILE

Highly skilled Regulatory Affairs Specialist with extensive experience in the

pharmaceutical sector, specializing in compliance strategy and regulatory

submissions. Proven ability to manage complex projects from inception

through to approval, ensuring alignment with regulatory standards and

corporate objectives. Expertise in conducting risk assessments and

developing mitigation strategies to address regulatory challenges.

EXPERIENCE

REGULATORY AFFAIRS MANAGER

Innovative Therapeutics

2016 - Present

Oversaw the regulatory strategy for multiple product lines, ensuring

compliance with regulations.

Developed submission plans and coordinated cross-departmental efforts for

timely filings.

Reviewed and approved regulatory documents for accuracy and

completeness.

Managed interactions with regulatory bodies to facilitate approvals and

address queries.

Led training sessions on regulatory compliance for internal stakeholders.

Implemented a tracking system for submission deadlines and regulatory

changes.

REGULATORY AFFAIRS ANALYST

PharmaTech Solutions

2014 - 2016

Supported regulatory submissions by compiling necessary documentation and

data.

Conducted research on regulatory requirements for new product

development.

Assisted in the preparation of regulatory reports and submissions for review.

Coordinated with R&D teams to ensure compliance with product

specifications.

Maintained up-to-date knowledge of industry regulations and guidance

documents.

Facilitated internal audits to assess compliance with regulatory standards.

MA

Regulatory compliance•

Project management•

Risk assessment•

Stakeholder engagement•

Analytical skills•

Training and development•

English•

Spanish•

French•

Achieved a 30% increase in submission

approval rates through improved

processes.

•

Recognized as 'Employee of the Year' in

2022 for exceptional contributions.

•

Played a key role in the successful

launch of a groundbreaking therapy.

•


