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SKILLS

Regulatory strategy
Compliance assurance

Team supervision

Risk management

Research

Communication

EDUCATION

MASTER OF SCIENCE IN
PHARMACEUTICAL SCIENCES,
UNIVERSITY OF MICHIGAN

LANGUAGE

English
Spanish

German

ACHIEVEMENTS

Led a project that resulted in a 25%
reduction in submission timelines for new
drug applications.

Received a company-wide award for
excellence in regulatory leadership.

Published a paper on regulatory
compliance in a peer-reviewed journal.

Michael Anderson

REGULATORY AFFAIRS SUPERVISOR

Results-oriented Regulatory Affairs Specialist with a focus on biotechnology
and pharmaceuticals, exhibiting a strong capacity for regulatory strategy
development and compliance assurance. Recognized for an analytical
mindset and the ability to translate complex regulatory requirements into
actionable plans. Proven experience in managing product submissions and
interactions with regulatory agencies to facilitate timely approvals.

EXPERIENCE

REGULATORY AFFAIRS SUPERVISOR

Pharma Innovations Inc.
2016 - Present

e Supervised the regulatory affairs team in the preparation of submissions for
new drug applications.

e Developed regulatory strategies for clinical trial applications and product
approvals.

e Engaged with regulatory agencies to address compliance inquiries and
feedback.

e Reviewed and approved product labeling and marketing materials.
e Maintained regulatory documentation and submission timelines.

e Conducted training on regulatory compliance for new employees.

REGULATORY AFFAIRS ANALYST
GeneTech Solutions

2014 - 2016

o Assisted in the preparation of regulatory submissions for biotechnology
products.

e Conducted research on regulatory requirements for various markets.
e Maintained regulatory files and tracking systems for submissions.
e Collaborated with product development teams to ensure compliance.

e Supported regulatory audits and inspections by providing necessary
documentation.

e Updated management on regulatory changes affecting the product pipeline.



