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MICHAEL ANDERSON
R E G U L ATO RY A F FA I R S  C O N S U LTA N T

Dedicated Regulatory Affairs Officer with extensive experience in the
pharmaceutical industry, specializing in drug development and regulatory
compliance. Recognized for a meticulous approach to managing regulatory
submissions and a deep understanding of global regulatory frameworks.
Demonstrates a strong ability to collaborate with cross-functional teams to
ensure that products meet all regulatory requirements.

PROFESSIONAL EXPERIENCE

PharmaReg Solutions
Regulatory Affairs Consultant

Mar 2018 - Present

Provided regulatory consulting services to pharmaceutical clients, enhancing
submission strategies.

Conducted gap analyses to identify compliance issues and recommend
solutions.

Developed regulatory submissions for clinical trials and marketing
authorizations.

Advised clients on FDA and EMA requirements for product development.

Facilitated training workshops on regulatory best practices.

Maintained strong relationships with regulatory agencies to expedite approvals.

CurePharma Inc.
Regulatory Affairs Officer

Dec 2015 - Jan 2018

Managed regulatory submissions for new drug applications, ensuring
compliance with FDA guidelines.

Coordinated with clinical teams to prepare regulatory documents for trials.

Conducted risk assessments to evaluate regulatory impacts on product
development.

Reviewed and approved promotional materials for compliance.

Participated in internal audits to ensure adherence to regulatory standards.

Developed and maintained regulatory compliance databases.

ACHIEVEMENTS

Regulatory Affairs•

Drug Development•

Compliance Auditing•

Client Relations•

Risk Management•

Training Facilitation•

English•

Spanish•

French•

Master of Business Administration,
University of Chicago

•

Successfully guided clients through complex regulatory submissions with a 100%
success rate.

•

Recognized for developing a comprehensive regulatory compliance manual
adopted by multiple clients.

•

Improved submission timelines by 15% through process optimization.•


