. CONTACT

X, (555) 234-5678

michael.anderson@email.com

Q@ San Francisco, CA

© EDUCATION

Bachelor of Science in
Engineering

Stanford University
2016-2020

* SKILLS

« Regulatory strategy

« Compliance management
Project oversight
Team collaboration
Quiality assurance

Training

% LANGUAGES

* English
e Spanish

e French

MICHAEL
ANDERSON

Regulatory Affairs Specialist

Accomplished Medical Devices Regulatory Specialist with a diverse background in
regulatory affairs and product compliance within the medical device industry. Skilled in
developing regulatory strategies that meet both domestic and international standards.
Proven expertise in managing submissions and ensuring compliance with regulatory
requirements throughout the product lifecycle. Recognized for exceptional project

management skills and the ability to foster collaboration across multidisciplinary teams.

@ WORK EXPERIENCE

Regulatory Affairs Specialist 2020-2023

LifeCare Technologies

« Managed regulatory submissions for Class Il and Class Il medical devices.

+ Conducted comprehensive regulatory assessments and audits.

« Collaborated with quality assurance to ensure compliance with ISO standards.
« Developed and implemented regulatory training programs.

« Engaged with external regulatory bodies to facilitate approvals.

« Maintained current knowledge of regulatory changes and trends.

Regulatory Affairs Associate 2019-2020

Smart Health Devices

Assisted in the preparation of regulatory submissions for market entry.

» Reviewed product labeling for regulatory compliance.

Supported post-market surveillance and reporting requirements.

Monitored changes in regulatory guidelines and communicated impacts.

Participated in internal audits to ensure compliance.

Provided support during regulatory inspections and audits.

% ACHIEVEMENTS

e Achieved rapid approval for a new medical device line, reducing time-to-market by
35%.

e Implemented a new regulatory training program that improved compliance
understanding across teams.

» Recognized for excellence in managing high-stakes regulatory projects.



