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Summary

Study Start Up Associate with a M.S. in Health Administration with experience in:

· Preparation and QC submissions to obtain clinical trial authorization and approvals
· Maintaining and supporting external and internal client communication  
· Managing and supporting timelines to ensure drug shipment to site
EDUCATION

Masters of Science in Health Administration, Saint Joseph’s University

Philadelphia PA, October 2018

Courses: Health Care Law, Accounting, Finance and Informatics

Bachelors of Arts in Biology, Kean University, Union NJ 2015

Courses: Organic Chemistry, Physics, Statistics and Cellular Biology

Certificate in Mental Health First Aid, Saint Joseph’s University, Philadelphia, PA, 2018

SKILLs:                                                                                                                                   Working knowledge of Good Clinical Practice (GCP), Quality Assurance, FDA Regulations, Clinical Trial Management System, VeevaVault, eTMF database Team player, MS Office Suite, Excel Pivot tables

PROFESSIONAL HISTORY: 

Study Start Up Associate, Icon, North Wales, PA, Sept 2016-Present 

· Prepare, review, submit and QC submissions to ethics, regulatory and other authorities to obtain clinical trial authorizations and approvals. 
· Collect critical documents for IP release. 
· Develop and finalize Country Specific SIS/ICFs. 
· Perform feasibility, site identification, site contract negotiation etc. as required. 
· Therapeutic Experience: Oncology, Atopic Dermatitis, Crohn’s Disease
In House CRA, PRA Health Sciences, Blue Bell, PA-July 2015-September 2016

· Maintains and collects essential documents to track, review and file in an electronic database during a clinical trial.
· Performs study duties in adherence to the protocol, Clinical Management Plan, study processes, ICH-GCP and other study related requirements. 
· Performs investigator recruitment activities utilizing phone scripts, questionnaires, and study site materials. 
· Utilizes the Clinical Trial Management System (CTMS) for tracking accurate recruitment activity. 
· Supports investigators and investigative staff in fulfilling obligations with regard to local submission according to local regulatory and IRB requirements. 
· Follows up with sites for trial invoices and ensures CTMS is accurately updated to allow the timely processing of Investigator Payments. 
· Assists with resolution of investigational site/data queries. 
· Provides quality review of the informed consent template. 
· Achieves successful delivery of site start-up, in-house management and close-out activities meeting internal and external client requirements. 
· Provides timely status reports for the clinical activities. 
· Therapeutic Experience: Immunology and Genitourinary  
Continued Professional/Volunteer and Internship History
Office Assistant, Teacher Performance Center, Kean University, Union NJ -Sept 2014-May 2015

· Planned and coordinated Pre-Professional and Professional Internships for college students at local school districts.
Cashier, Target Department Store, Burlington NJ — May 2009-August 2014

· Provided outstanding customer service to all consumers in a high paced, team oriented, retail operations environment. 
Club Member, Pre-Physician Assistant Organization, Kean University, Union NJ-March 2015-May 2015

· Volunteer club member that was instrumental in hosting a Blood Drive on campus. 
· Assisted the club expansion by bringing awareness to the organization and profession on campus.
Be The Change Club, Kean University; Union NJ — November 2012-May 2015

· Volunteer activities consisted of traveling to Atlantic City to distribute food for Hurricane Sandy victims. 
· Consisted of local services including feeding the homeless during Thanksgiving Holiday at Penn Station in Newark, N.J. 
Volunteer, Cooper Medical Center, Camden, NJ — June 2015-August 2015

· Provide patient care with the assistance of a Registered Nurse. 
Volunteer, Christiana Care Hospital, Newark, DE — January 2014

· Shadowed and gained hands on experience with a Physician Assistant in the Emergency Room. 
Sex Education Workshop Volunteer, Kean University; Union, NJ —September 2012

· Led and guided students in the Get Yourself Clinic which included encouraging and informing students about HIV testing.

