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San Francisco, CA

SKILLS

» Regulatory submissions
e Product approvals

+ Compliance management
e Team collaboration

» Document tracking

e Research
LANGUAGES
« English
e Spanish
e French
EDUCATION

BACHELOR OF SCIENCE IN
REGULATORY AFFAIRS, UNIVERSITY OF
SOUTHERN CALIFORNIA

ACHIEVEMENTS

» Played a pivotal role in securing FDA
approval for a key product launch.

» Received commendation for
outstanding performance during
internship program.

« Contributed to a team project that
enhanced regulatory compliance
processes.

Michael

ANDERSON

Highly skilled Regulatory Affairs Specialist with a strong commitment to ensuring
compliance within the biotechnology industry. Demonstrates exceptional
capabilities in regulatory submissions and the management of product approvals.
Proven track record of collaboration with diverse teams to achieve organizational
objectives. Adept at interpreting regulatory requirements and developing
strategies to meet compliance standards.

WORK EXPERIENCE

REGULATORY AFFAIRS OFFICER

Life Sciences Corp.

2020 - 2025

e Managed the regulatory approval process for a range of biotechnology products.
e Prepared and submitted IND and BLA applications to regulatory authorities.

e Conducted compliance reviews of product labeling and promotional materials.

e Collaborated with research teams to ensure alignment with regulatory
requirements.

e Maintained comprehensive regulatory documentation and tracking systems.

e Engaged in continuous monitoring of regulatory changes affecting product lines.

REGULATORY AFFAIRS INTERN

PharmaTech Solutions

2015 - 2020

e Assisted in the preparation of regulatory submissions for clinical trials.

e Conducted research on regulatory guidelines and best practices.

e Supported the regulatory team during audits and inspections.

e Maintained regulatory databases and documentation.

e Participated in cross-functional meetings to discuss regulatory strategies.

e Provided administrative support to the regulatory affairs department.



