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MICHAEL ANDERSON

LEAD REGULATORY AFFAIRS ANALYST

Strategic regulatory affairs expert with a robust background in biotechnology
and pharmaceutical development. Over 12 years of experience in regulatory
submissions, compliance, and post-market surveillance. Demonstrated
success in leading cross-functional teams through complex regulatory
pathways, ensuring that products meet all necessary requirements for market
access. Exceptional ability to communicate regulatory expectations to diverse
stakeholders, fostering a culture of compliance within organizations.

PROFESSIONAL EXPERIENCE

Biolnnovate Solutions Mar 2018 - Present
Lead Regulatory Affairs Analyst

¢ Directed regulatory submission strategies for novel biologics and biosimilars.

e Ensured compliance with global regulatory requirements throughout product
lifecycle.

¢ Collaborated with clinical and manufacturing teams to align regulatory
strategies.

¢ Reviewed scientific data to support regulatory submissions and responses.

e Engaged with health authorities during pre-submission meetings to clarify
regulatory expectations.

¢ Developed comprehensive regulatory risk management plans.

PharmaTech Global Dec 2015 - Jan 2018
Regulatory Affairs Specialist

¢ Assisted in the preparation of IND applications and clinical trial submissions.

¢ Conducted regulatory assessments for product development projects.

¢ Maintained up-to-date knowledge of FDA and EMA regulations.

¢ Participated in the development of regulatory strategy documents.

¢ Coordinated with external consultants for regulatory advice and submissions.

¢ Monitored post-market safety reports to ensure compliance with regulatory
obligations.

ACHIEVEMENTS

* Led successful regulatory submissions that resulted in a 40% reduction in time to
market.

» Recognized for excellence in regulatory strategy development at the annual
industry conference.

» Implemented a new regulatory tracking system that increased efficiency by 25%.



