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MICHAEL ANDERSON
R E G U L ATO RY A F FA I R S  L E A D

Strategic Regulatory Affairs Specialist with a focus on biotechnology products,
possessing a wealth of experience in regulatory compliance and submissions.
Demonstrates a sophisticated understanding of the regulatory environment,
adeptly navigating the complexities of product approvals and market access
strategies. Proven ability to build robust relationships with regulatory
authorities, ensuring timely communication and resolution of compliance
issues.

PROFESSIONAL EXPERIENCE

Innovative Biologics Inc.
Regulatory Affairs Lead

Mar 2018 - Present

Oversaw the regulatory submission process for multiple biologic products,
ensuring compliance with FDA regulations.

Developed strategic regulatory pathways for product development and
commercialization.

Engaged with regulatory agencies to facilitate advisory meetings and product
approvals.

Conducted risk assessments related to regulatory compliance and product
safety.

Prepared detailed regulatory reports for executive leadership review.

Mentored junior regulatory staff, fostering professional development and
compliance knowledge.

Global Compliance Advisors
Regulatory Affairs Consultant

Dec 2015 - Jan 2018

Provided expert regulatory guidance to clients in the biotechnology sector.

Conducted audits of regulatory submissions to ensure compliance with global
standards.

Assisted in the development of regulatory strategies for new product launches.

Collaborated with cross-functional teams to align regulatory and business
objectives.

Maintained up-to-date knowledge of regulatory changes and industry trends.

Delivered training sessions on regulatory compliance for client organizations.

ACHIEVEMENTS

Regulatory strategy•

Risk assessment•

Compliance audits•

Leadership•

Client consultation•

Industry knowledge•

English•

Spanish•

French•

Master of Science in Biotechnology,
Johns Hopkins University

•

Successfully guided clients through complex regulatory submissions, achieving a
95% approval rate.

•

Recognized for excellence in client service by maintaining long-term partnerships
with key clients.

•

Published articles in industry journals on regulatory strategy and compliance.•


