. CONTACT

X, (555) 234-5678

michael.anderson@email.com

Q@ San Francisco, CA

© EDUCATION

Bachelor of Science in Chemistry
University of Texas
2016-2020

% SKILLS

* Regulatory strategy
« Compliance management
» Risk mitigation

Analytical skills

Team collaboration

Submission management

% LANGUAGES

* English
e Spanish

e French

MICHAEL
ANDERSON

Regulatory Affairs Specialist Il

Innovative Pharmaceutical Regulatory Affairs Specialist with a strong focus on
compliance and regulatory strategy. Over eight years of experience in the
pharmaceutical industry, with a proven ability to manage regulatory submissions and
navigate complex regulatory environments. Expertise in developing and implementing
strategies for successful product approvals while ensuring compliance with FDA and
EMA guidelines.

@ WORK EXPERIENCE

Regulatory Affairs Specialist Il 2020-2023

PharmaComply Inc.

« Managed regulatory submissions for new product applications and lifecycle
maintenance.

o Conducted comprehensive reviews of regulatory documents for compliance.

« Collaborated with R&D teams to align product development with regulatory standards.
« Assisted in the preparation of responses to regulatory agency queries.

» Maintained regulatory documentation and submission timelines.

» Participated in compliance audits and developed corrective action plans.

Regulatory Affairs Analyst 2019-2020

Wellness Pharma

e Supported the regulatory submission process for new drug applications.

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

Maintained records of regulatory submissions and outcomes.
« Conducted research on regulatory requirements and guidelines.
» Reviewed promotional materials for compliance with regulations.

« Engaged with internal stakeholders to ensure alignment on regulatory issues.

% ACHIEVEMENTS

o Achieved a 15% reduction in submission errors through enhanced review processes.

» Recognized for excellence in regulatory compliance by the company.

o Contributed to a successful product launch that exceeded sales targets by 25%.



