Jennifer
Jennifer.339465@2freemail.com 


Professional Profile:  Focused on obtaining a position as a Clinical Research Associate.  Detail oriented with the ability to plan, organize, coordinate, and manage projects according to priorities.  Ongoing and consistent promotion of team work efforts.  Excellent Communication and Interpersonal skills.  Excellent oral and written communication skills with the ability to communicate effectively with medical personnel.  Quick learner with the ability to assimilate job requirements, concepts, methods and technologies.  Proven flexibility and adaptability.  
CRA professional with experience in all areas of clinical research and site management including site identification/evaluation, site initiation, interim monitoring visits, site closeout, knowledge of ICH GCP guidelines, serious adverse event reporting, IRB protocol submissions and on-going regulatory document review. Willing to travel 80%.
Therapeutic Areas: Cardiovascular, Diabetes, Women’s health.
Education
B.S. in Chemistry Georgia State University, Atlanta, GA
M.S in Clinical Research Administration, George Washington University, December, 2017

Professional Experience
CR-Bard Medical 







Covington, GA

Quality Associate







12/2015-07/2016
· Maintained data for clinical operations.

· Input data in the trackwise system

· Ensured that principals of reconciliation of field action execution and all associated documentation.

· Created/reviewed reports associated with ArcticSun field action

· Provided work direction for AS Field Action, as required. 

· Ensured compliance to Department and Division procedures.

· Performed investigations and documented findings related to customer complaints and internal non-conformances.

· Functioned as the Quality Representative for the Project Team assigned to quality issues and documentation of those issues. Ensured that principals of Design Control are applied to Product and Process Changes and New Product Development.

· Provided leadership for Project Teams assigned to product quality issues and documenting the investigation, evaluation and decision relating to these issues.

· Created and reviews Quality System Documents including trend analysis and CAPA determination.

· Tracked the implementation and effectiveness of committed corrective and preventive actions.

· Analyzed problems occurring in the assembling, processing and testing of products.

· Created/reviewed Protocols, Process and Product Validations, Stability Protocols.

· Performed Internal or Supplier Quality System Audits.

· Created and reviews documents required for Design History File.

· Ensured compliance to Department and Division procedures.

Morehouse School of Medicine; Clinical Research Center-Department of Cardiology      





Atlanta







Clinical Research Associate




05/2011-12/2011
· Independently performed monitoring visits, including qualification, Study Site Initiation, Routine Monitoring and Study Site Closure Visits in accordance to SOPs and monitoring plan.
· Documented monitoring activities in monitoring reports and follow-up letters

· Monitored the site for SOP, GCP and regulatory compliance.

· Served as a point of contact for investigators and site staff and maintained regular contact with study sites to ensure ICH-GCP/Regulatory/Protocol compliance, assessment of subject accrual rates and respond to sponsor/internal team prior, during and following site visits. 

· Worked with site personnel and study team to identify, resolve and prevent issues.
· Oversaw monitoring activities to ensure the accurate reporting of high quality data and timely query resolution; ensure data is collected from sites within given timelines.
· Ensured quality of data in the event that a site or CRA performance issue has been identified at a previously monitored site.
· Assisted in Monitoring Quality Documents writing, Review and update.
· Complied with ICH-GCP, applicable regulations and adhered to Quality Documents/standards and procedures.
· Proactively prevented and identified issues related to the clinical portion of the study, including study processes, monitoring or site issues.
· Developed clinical monitoring strategies for assuring study timelines are met and assuring quality deliverables.
· Assisted in developing the study Monitoring Plan and ensured CRA compliance with visit frequency and all assigned tasks throughout the study. Escalated CRA noncompliance to CTM promptly.
· Reviewed monitoring visit reports and assured adherence to study timelines for report submission and finalization.
· Oversaw site start-up activities, including site selection and regulatory document collection, review, approval and tracking.
· Generated and utilized metrics tools to assure study is running per timelines and to alert CRAs to potential issues. (e.g., DM Query Trends, Missing CRF pages, Outstanding Monitoring Reports, etc.)
· Assisted in the development, design and review of study protocols, CRFs, regulatory documents and master files.
· Worked closely with CTM and other functional groups; collaborated with other departments as required and reported trial site status.
· Worked closely with CTM for resourcing issues and to escalate pertinent CRA performance issues when necessary and provides feedback for annual appraisal.
Advanced Chemistry Labs, Inc.



 Atlanta, GA

Analytical Chemist





06/2006- 12/2010
· Analyzed environmental samples for wet-chemistry, organic and in-organic compounds.
· Managed the preparation of sample spikes and surrogates.
· Trained in the extraction of organic compounds.
· Extracted unknown organic compounds using standard EPA methods.
· Increased Analyte recovery by 89% due to excellent laboratory techniques.
· Responsible for expedited delivery of a continuum of projects that enhanced the company’s delivery of analytical reports to its clients.
· Track, document and periodically present status updates on active projects.
· Coordinated the functions of technical leads.
· Mediate conflicts and facilitate communications between functional units.
· Performed periodic checkpoint reviews to ensure department’s compliance with standard EPA methods.
· Developed new methods in the determination of total phenolics, sulfides, alkalinity, acidity, turbidity and sulfates in ground water, drinking and saline waters.
· Preparation of samples for liquid-liquid and liquid-solid extractions.
· Expertise in the instrumentation of GC/MS, HPLC, and FTIR methods.
Rite Aid Pharmacy




 



Atlanta, GA

Pharmacy Technician







05/2005- 12/2006
· Provided counseling to patients and performed customer service needs.
· Suggested methods that helped in updating client profiles which resulted in an increase in sales.
· Lead in the placing of orders for drugs and restocking of pharmacy shelves.
· Managed calls to patients, health care professionals and insurance companies.
· Communicated with physician’s offices to verify prescriptions and acquired refill authorizations.
· Ensured that patients understood the side effects and directions on their prescriptions.
· Track, document and periodically present status updates on active projects.
· Placed orders to restock the shelves and refill prescriptions.
· Perform computer entry of prescription information including patient search, prescriber search, drug selection, prescription interpretation and entry, insurance billing and problem resolution.
· Performed all functions and duties of a pharmacy service representative to ensure prompt service in the pharmacy department.
· Accept customer and prescription information required to process new and refill prescriptions, including refill authorization from doctor offices where permitted.
· Retrieve the appropriate medication form inventory where permitted.
· Create Prescription labels and put them on prescription containers where permitted
· Place medication into prescription containers.
· Complete paperwork related to filling prescriptions and input customer and prescription data into the computer system where permitted.
· Assist in inventory management processes including: order review, inventory returns, restocking shelves, and physical inventory preparation.
Morehouse School of Medicine; Clinical Research Center-Department of Cardiology      Atlanta


Clinical Research Assistant




06/2000- 05/2005
· Demonstrated ability to attain and maintain a working knowledge of Good Clinical Practices and applicable standard Operating Procedures.
· Responsible for accurate and timely data collection, documentation, entry and reporting.  

· Worked with management on monitoring strategy and developing project specific CRA training Involvement in the preparation and writing of clinical study regulatory documentations.

· Lead in the implementation of cardiovascular research protocols and conducted case management in the clinical safety database. 
· Conducted clinical site evaluations as well as preparing start-up documentation for investigator/regulatory files. 
· Initiating routine monitoring and close-out visits inclusive of evaluating safety data. 

· Follow-up on serious adverse events reporting and ensuring appropriate maintenance and updates of regulatory documentation in compliance with the sponsor’s SOPs, GCP and FDA regulations.
· Ensure appropriate distribution and notification of SAEs and UADEs to appropriate personnel, partners and clinical centers for protocols
Technical Experience
CTMS, OC-RDC, EDC, Datatrak, Clintrace, eClinical, e-MDs, Oracle Clinical, Adobe Acrobat, SPSS and NCSS Statistical Analysis and Graphics, Microsoft Office and Track wise. 
