MICHAEL
ANDERSON
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Distinguished Biotechnology Compliance Manager with over a decade of experience in regulatory affairs, quality assurance, and

compliance within the biopharmaceutical industry. Renowned for expertise in developing and implementing compliance

frameworks that align with FDA, EMA, and ICH guidelines. Proven track record in leading cross-functional teams to achieve

operational excellence while ensuring adherence to stringent regulatory requirements.

WORK EXPERIENCE

Senior Compliance Specialist | GenBio Pharmaceuticals

» Led the development and execution of compliance programs for clinical trials.

» Conducted comprehensive audits to ensure adherence to regulatory standards.

» Collaborated with R&D to align research protocols with compliance requirements.
» Trained staff on regulatory updates and compliance best practices.

» Managed interactions with regulatory agencies during inspections and audits.

» Implemented corrective action plans to address compliance deficiencies.

Compliance Analyst | BioHealth Solutions

o Assisted in the development of compliance documentation for product submissions.
« Reviewed and analyzed data to ensure compliance with industry regulations.

o Supported the implementation of quality management systems.

» Participated in risk assessment activities to identify compliance vulnerabilities.

» Facilitated training sessions on compliance policies and procedures.

* Maintained up-to-date knowledge of changes in regulatory requirements.

SKILLS

Jan 2022 - Present

Jul 2019 - Dec 2021

Regulatory compliance Quality assurance Risk assessment Audit management

Training and development

EDUCATION

Cross-functional collaboration

Master of Science in Regulatory Affairs
University of California

ACHIEVEMENTS

San Francisco

o Successfully led a compliance initiative that reduced audit findings by 40% within one year.
» Recognized as Employee of the Year for outstanding contributions to regulatory compliance.

» Developed a training program that improved compliance awareness among staff by 75%.

LANGUAGES

English Spanish French



