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PROFILE

Accomplished Regulatory Affairs Analyst with a demonstrated history of

success in the biotechnology sector. Specializes in regulatory strategy

development and implementation for biologics and advanced therapies.

Expertise in compiling and submitting comprehensive regulatory

documentation that meets stringent global standards. Recognized for

exceptional project management skills, ensuring timely regulatory

submissions that align with product development timelines.

EXPERIENCE

REGULATORY AFFAIRS MANAGER

BioTech Solutions

2016 - Present

Directed regulatory submissions for multiple biologics, achieving record

approval times.

Developed and implemented regulatory strategies that increased market entry

effectiveness.

Collaborated with clinical teams to ensure compliance with regulatory

requirements for clinical trials.

Reviewed scientific data and documentation for regulatory submissions.

Trained and mentored junior regulatory staff on best practices.

Participated in global regulatory meetings to discuss compliance and strategy.

REGULATORY AFFAIRS COORDINATOR

Genetics Inc.

2014 - 2016

Assisted in the preparation of BLA submissions, ensuring compliance with FDA

guidelines.

Conducted thorough reviews of preclinical and clinical data for regulatory

submissions.

Maintained regulatory databases and tracking systems for submissions.

Supported the development of regulatory documentation for product labeling.

Engaged with regulatory authorities to clarify submission requirements.

Analyzed regulatory changes and communicated necessary adjustments to

the team.

MA

Regulatory strategy•

Biologics•

Project management•

Global compliance•

Clinical documentation•

Team leadership•

English•

Spanish•

French•

Achieved a 40% increase in successful

regulatory submissions within the first

year.

•

Recognized with the 'Outstanding

Achievement Award' for exemplary

project management.

•

Successfully led a team through a

complex regulatory submission

process, resulting in expedited

approval.

•


