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"Everything should be made as simple as possible, but not simpler."-Einstein


I am an adaptable, committed individual with a diverse range of skills in the areas of database analysis and project coordination.


WORK EXPERIENCE 

October 2012-Present                                                                                                                           Irvine CA 
PAREXEL Informatics: A leading eClinical solutions provider and technology subsidiary of PAREXEL International
Associate Live Study Manager 	 		
· Participate in study design meetings, along with the Project Manager, Requirements Analyst
and project team.
· Provide key support functions to the Project Manager on study related duties during pre-go-live activities.
· Liaise directly with clients on development and/or live study maintenance inquiries.
· Actively perform Live Project Reviews to identify potential issues. 
· Propose solutions/efficiencies on live studies.
· Actively review Customer Care Operations’ calls on assigned studies.
· Liaise with global and inter-departmental colleagues on study related matters.
· Responsible for delivery of study related documents to client within agreed timelines.
· Lead client acceptance testing processes.
· Manage the complete project amendment process.
· Update specifications and other study related documentation as necessary.
· Attend investigator meetings as required, domestic and internationally. 

August 2011-August 2012                                                                                                 Overland Park, KS 
Quintiles- The largest provider of biopharmaceutical development and commercial outsources services
Clinical Data Coordinator
· Implemented Data Reviews in EDC systems.
· Communicated and resolved data clarifications.
· Developed and verified databases and specifications. 
· Validated and performed Quality Checks of data.
· Executed critical and final study audits.
· Undertook team leadership activities under the supervision of the Data Operations Coordinator. 
· Delivered multiple reviews ahead of milestones.  




June 2009-August 2011 					 		      Austin, Texas
Pharmaceutical Product Development (PPD) - A leading global CRO providing drug discovery, development, lifecycle management and laboratory services.
Clinical Research Coordinator 
· Reviewed protocol and relative materials, such as the investigator’s brochure and informed consent form. 
· Established study document binder to maintain complete and accurate records of all sponsors, site, CRO, IRB/IEC correspondence and regulatory documents pertaining to the study.
· Performed start up activities and assisted in writing consent forms.
· Attended investigator’s meetings, and all other study-related visits by monitors or sponsor representatives.
· Arranged and scheduled procedures necessary for the conduction of studies (for example, x-ray, meals, blood draws, and PI reviews).
· Assured quality and completeness of source documents and case report forms collected during the course of the study. 
· Submitted subject payment requisition to accounting in a timely manner.
· Reviewed case reports form entries for completeness, correctness and logical sense. In addition, review the source documents and case report forms for adverse events that may have been missed.
· Created dosing checklists, distributed drugs to subjects, reviewed labs and ECGs with PI
· Reported and updated AE’s and concomitant medications.
· Verified data collection sheets for accuracy and ensured protocol requirements were met.
· Assured subject safety and cooperation during the study processes.
 

Education
2005-2009 Baylor University, Waco, Texas
Bachelor of  Science – Biology, May 2009

Certifications
Barnett’s GCP – Quintiles, Kansas City, KS 
Phlebotomy- Austin Community College 

Other
Therapeutic areas experience- Oncology, Hematology, Gastrointestinal, Cardac, Vaccines and Diabites

· Proficient and knowledgeable with consent forms, sponsor SOP’s, good clinical practice (ICH E6 5.18.2) and Investigator Brochure 
· Well trained (pragmatically and theoretically) and familiar with the regulations (ICH/GCP, FDA, HIPPA, local, and state regulations) 
· Knowledgeable with clinical trial protocols and protocol amendments 
· Excellent business skills (communication, writing, and presentation) 




*References available upon request. 

