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ACHIEVEMENTS

MICHAEL ANDERSON
REGULATORY  AFFA IRS  MANAGER

PROFILE

Accomplished Regulatory Affairs Consultant with a robust background in

biotechnology and a proven ability to navigate intricate regulatory pathways.

Expertise in regulatory strategy development, submission management, and

post-market surveillance, ensuring adherence to evolving regulatory

standards. Recognized for fostering strong relationships with regulatory

bodies and stakeholders, facilitating efficient communication and

collaboration. Skilled in conducting regulatory training sessions to enhance

team competencies and ensure compliance.

EXPERIENCE

REGULATORY AFFAIRS MANAGER

Biotech Innovations LLC

2016 - Present

Oversaw regulatory strategy for multiple biotechnology products from concept

to market.

Managed a team of regulatory specialists, ensuring compliance with all

regulatory requirements.

Developed and executed submission strategies for IND and BLA applications.

Reviewed clinical study protocols to ensure compliance with regulatory

guidelines.

Served as the primary liaison with regulatory agencies during audits and

inspections.

Prepared detailed regulatory reports and presentations for senior

management.

REGULATORY AFFAIRS CONSULTANT

Global Pharma Advisors

2014 - 2016

Provided regulatory consulting services to various pharmaceutical companies.

Conducted gap analyses to identify compliance deficiencies in product

submissions.

Developed training materials on regulatory best practices for clients.

Assisted clients in preparing for FDA inspections and audits.

Monitored global regulatory changes and advised clients accordingly.

Facilitated workshops to enhance clients' understanding of regulatory

processes.

MA

Biotechnology•

Regulatory Strategy•

Team Management•

Compliance Audits•

IND Submissions•

Client Relations•

English•

Spanish•

French•

Successfully led a team that achieved

95% approval rate for regulatory

submissions.

•

Reduced submission preparation time

by implementing streamlined

processes.

•

Recognized for outstanding client

service and regulatory expertise.

•


