CONTACT

t. (555) 234-5678
michael.anderson@email.com

Q@ San Francisco, CA

SKILLS

Regulatory Strategy
Clinical Trials
Compliance Auditing
Project Coordination
Submission Management

Stakeholder Communication

LANGUAGES

o English
e Spanish

e French

EDUCATION

BACHELOR OF SCIENCE IN BIOLOGY,

UNIVERSITY OF MICHIGAN

ACHIEVEMENTS

Facilitated the approval of a pivotal drug

application ahead of projected
timelines.

Received the 'Excellence in
Compliance' award for innovative
regulatory processes.

Authored a white paper on regulatory
challenges in clinical research.

MICHAEL ANDERSON

REGULATORY AFFAIRS MANAGER

PROFILE

Innovative Regulatory Strategy Consultant specializing in life sciences with a
robust background in compliance and regulatory affairs. Extensive experience
in managing intricate regulatory submissions and interactions with health
authorities. Proficient in developing strategic frameworks that align with
business objectives while ensuring compliance with stringent regulations.
Expertise in conducting regulatory audits and assessments, identifying areas
for improvement, and implementing corrective measures.

EXPERIENCE

REGULATORY AFFAIRS MANAGER

MediCore Solutions

2016 - Present

e Oversaw regulatory strategy for clinical trials, ensuring compliance with FDA
and EMA guidelines.

e Developed submission timelines and managed project milestones to ensure
timely approvals.

e Conducted comprehensive regulatory reviews of clinical trial protocols.

e Engaged with external consultants to enhance regulatory strategies and
submissions.

e Provided training and mentorship to junior regulatory staff on compliance
processes.

e Streamlined regulatory documentation processes, reducing submission times
by 25%.

REGULATORY COMPLIANCE ANALYST

BioHealth Corp

2014 - 2016

e Assisted in the preparation of IND and NDA submissions to the FDA.

¢ Reviewed advertising and promotional materials for regulatory compliance.

¢ Monitored changes in regulations impacting clinical operations and product
development.

e Conducted internal audits to assess compliance with regulatory standards.

¢ Collaborated with cross-functional teams to address compliance-related
issues.

¢ Maintained up-to-date knowledge of industry regulations and guidelines.



