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SKILLS

EDUCATION

MASTER OF SCIENCE IN REGULATORY

AFFAIRS, NORTHEASTERN UNIVERSITY

LANGUAGE

ACHIEVEMENTS

Regulatory Compliance•

Audit Management•

Training Development•

Ethical Compliance•

Risk Assessment•

Documentation•

English•

Spanish•

German•

Successfully led a compliance initiative
that increased regulatory submission

accuracy by 30%.

•

Recognized for excellence in compliance
management at the annual pharma

conference.

•

Developed a compliance handbook that
streamlined processes for research staff.

•

Michael Anderson
REGULATORY  AFFA I RS  SPEC IAL I ST

Detail-oriented Medical Research Compliance Specialist with a strong

background in pharmaceutical research and development. With over 9 years

of experience in ensuring compliance with regulatory standards, I have

developed a comprehensive understanding of the complexities involved in

clinical research. My role has included conducting thorough audits,

managing compliance training, and collaborating with research teams to

uphold ethical standards.

EXPERIENCE

REGULATORY AFFAIRS SPECIALIST

PharmaTech Solutions

2016 - Present

Managed the submission of regulatory documents for clinical trials to ensure

compliance with FDA guidelines.

Conducted internal audits to assess compliance with company policies and

regulatory requirements.

Developed and delivered training programs on regulatory compliance for

research staff.

Collaborated with researchers to ensure ethical practices in the development

of research protocols.

Monitored changes in regulations and updated compliance policies

accordingly.

Participated in regulatory meetings to address compliance issues and

propose solutions.

CLINICAL COMPLIANCE OFFICER

BioClinical Research Group

2014 - 2016

Oversaw compliance for multiple clinical trials, ensuring adherence to GCP

standards.

Conducted training sessions to raise awareness of compliance issues among

research staff.

Reviewed and approved informed consent forms for clarity and compliance.

Facilitated communication between research teams and regulatory bodies

regarding compliance matters.

Prepared detailed compliance reports for management review.

Assessed compliance risks and implemented mitigation strategies to address

them.


