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SUMMARY

Dedicated Medical Research Compliance Specialist with over 8 years of experience in overseeing clinical trials and ensuring
adherence to regulatory standards. My background encompasses a robust understanding of both federal and state
regulations, as well as the ethical considerations necessary for conducting medical research. | have a proven track record

of developing and implementing compliance programs that not only meet legal requirements but also enhance the integrity
of research activities.

WORK EXPERIENCE

Senior Compliance Analyst Health Innovations Inc. Jan 2023 - Present

¢ Conducted comprehensive audits of clinical trial protocols to ensure compliance with FDA regulations.
e Developed training programs for research staff on compliance and ethical standards.

« Collaborated with cross-functional teams to establish best practices in clinical trial management.

¢ Implemented a risk management framework that reduced compliance violations by 30%.

e Reviewed informed consent documents to ensure clarity and compliance with legal standards.

« Participated in the preparation of regulatory submissions, ensuring all documents met quality standards.

Compliance Officer Clinical Research Associates Jan 2020 - Dec 2022
* Monitored compliance with institutional policies and federal regulations during clinical trials.

¢ Led internal audits and prepared reports for senior management on compliance issues.

e Coordinated with external regulatory bodies during inspections and audits.

* Developed and maintained a compliance database to track training and certification of research staff.

« Advised researchers on ethical implications and compliance requirements for new studies.

o Facilitated workshops to promote awareness of compliance requirements among staff.

EDUCATION

Master of Science in Clinical Research Administration, University of Maryland Sep 2019 - Oct 2020

ADDITIONAL INFORMATION

¢ Technical Skills: Regulatory Compliance, Clinical Trials, Risk Management, Audit Coordination, Staff Training, Ethical
Standards

¢ Awards/Activities: Reduced compliance incidents by 40% through enhanced training initiatives.
* Awards/Activities: Successfully led a team to achieve full compliance during a federal audit.

« Awards/Activities: Developed a comprehensive compliance manual adopted by the organization.

¢ Languages: English, Spanish, French



