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PROFILE

Dynamic Clinical Research Operations Specialist with over 10 years of

experience in academic and industry settings. Expertise in clinical trial

management, regulatory affairs, and patient safety. Proven ability to lead

cross-functional teams and manage complex projects within tight deadlines.

Skilled in developing standard operating procedures and training materials to

enhance site performance.

EXPERIENCE

SENIOR CLINICAL RESEARCH ASSOCIATE

Academic Medical Center

2016 - Present

Oversaw the execution of clinical trials in compliance with institutional and

regulatory policies.

Conducted site assessments and feasibility studies to identify potential

research sites.

Led monitoring visits to ensure data quality and protocol adherence.

Developed training programs for site staff on clinical trial processes.

Collaborated with regulatory affairs to prepare IND submissions and annual

reports.

Analyzed trial data to provide insights for ongoing research initiatives.

CLINICAL RESEARCH COORDINATOR

Pharma Innovations LLC

2014 - 2016

Coordinated all operational aspects of clinical trials for new therapeutic

agents.

Managed timelines, budgets, and resources to ensure project milestones were

met.

Engaged with patients to enhance recruitment and retention strategies.

Maintained compliance with Good Clinical Practice (GCP) and ethical

standards.

Facilitated data collection and analysis to ensure timely reporting of results.

Prepared and submitted regulatory documents, including protocols and

informed consent forms.

MA

Clinical Trial Management•

Patient Safety•

Regulatory Affairs•

Data Quality Assurance•

Training Development•

Stakeholder Engagement•

English•

Spanish•

French•

Improved site compliance rates by 40%

through enhanced training and support

initiatives.

•

Successfully managed a high-budget

trial that led to a new drug approval.

•

Recognized for excellence in clinical

operations by the university's research

board.

•


