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San Francisco, CA

SKILLS

» Regulatory leadership

» Project management

+ Global compliance

o Clinical submissions

« Stakeholder engagement

* Risk management

LANGUAGES
« English
e Spanish
e French

EDUCATION

MASTER OF BUSINESS
ADMINISTRATION, REGULATORY
AFFAIRS, UNIVERSITY OF MICHIGAN

ACHIEVEMENTS

o Successfully led a project that
resulted in a 50% reduction in
submission errors.

» Received the 'Leadership Excellence
Award' for outstanding project
management.

» Achieved a 90% approval rate for
regulatory submissions over three
years.

Michael

ANDERSON

Strategic Regulatory Affairs Analyst with a robust background in pharmaceuticals
and a keen understanding of global regulatory frameworks. Proven ability to lead
complex regulatory submissions and ensure compliance with both local and
international standards. Expertise in liaising with regulatory authorities and
stakeholders to facilitate product approvals. Recognized for exceptional
organizational skills and the ability to manage multiple projects simultaneously
under tight deadlines.

WORK EXPERIENCE

SENIOR REGULATORY AFFAIRS SPECIALIST

PharmaCorp

2020 - 2025

¢ Led regulatory submissions for Phase lll clinical trials, ensuring compliance with
FDA guidelines.

e Developed and maintained regulatory documentation for new drug applications.

e Collaborated with cross-functional teams to align regulatory strategies with
product development plans.

e Interfaced with regulatory agencies to facilitate approval processes.
e Conducted training sessions on regulatory requirements for new hires.

¢ Monitored regulatory changes and assessed their impact on ongoing projects.

REGULATORY AFFAIRS ASSOCIATE

BioPharma Inc.

2015 - 2020

e Assisted in preparing IND submissions and annual reports.

e Conducted data analysis to support regulatory submissions and compliance.
e Maintained regulatory files and documentation for audits.

e Supported product labeling and advertising compliance.

e Engaged in regulatory strategy discussions with senior management.

e Tracked submission timelines and communicated status updates to stakeholders.



