
MICHAEL
ANDERSON
Regulatory Affairs Manager

Innovative Clinical Regulatory Affairs Manager with a strong focus on regulatory

compliance in the biotechnology sector. Extensive experience in managing regulatory

submissions for biologics and biosimilars, with a proven ability to navigate complex

regulatory pathways. Recognized for developing and implementing regulatory strategies

that align with corporate goals while ensuring product safety and efficacy.

WORK EXPERIENCE

Regulatory Affairs Manager

BioPharma Innovations

2020-2023

Senior Regulatory Affairs Specialist

GenTech Biologics

2019-2020

ACHIEVEMENTS

MA
CONTACT

(555) 234-5678

michael.anderson@email.com

San Francisco, CA

EDUCATION

Bachelor of Science in

Biochemistry

University of Florida

2016-2020

SKILLS

LANGUAGES

Biologics Regulations•

Biosimilars•

Regulatory Strategy•

Compliance Management•

Team Development•

Cross-Functional Collaboration•

English•

Spanish•

French•

Led regulatory submissions for biologics, ensuring compliance with BLA requirements.•

Developed regulatory strategies for the approval of biosimilars.•

Collaborated with clinical and quality teams to align product development with

regulatory standards.

•

Managed interactions with FDA and EMA for submission inquiries and clarifications.•

Conducted training programs on regulatory compliance for staff.•

Reviewed and approved regulatory documents for accuracy and completeness.•

Supported regulatory submissions for novel biologics and combination products.•

Maintained regulatory documentation in compliance with industry standards.•

Conducted gap analysis to identify areas for improvement in submission processes.•

Collaborated with clinical teams to ensure adherence to regulatory requirements.•

Provided insights on regulatory landscape changes impacting product development.•

Participated in cross-functional teams to enhance regulatory strategies.•

Successfully led a project that resulted in the first biosimilar approval in the region.•

Recognized for outstanding contributions to regulatory compliance initiatives.•

Increased submission efficiency by 45% through process optimization.•


