STEPHANIE A. WRIGHT

1133 E. 83rd  unit120 ∙ Chicago, IL 60619 ∙ Email: StephanieW357@yahoo.com ∙ (773) 401-3222

Strengths include problem solving, analytical thinking, and the ability to communicate orally and written with various resources at all levels.  A solid quality system understanding coupled with the ability to identify improvement opportunities.  Committed and focus on exceptional customer service.  High standards and ethics in quality.  Bachelor of Science: Chemistry. SOFTWARE: TrackWise. Documentum, Oracle, SAP/R3, Microsoft Word, Excel, Internet, and PowerPoint.
PROFESSIONAL EXPERIENCE:
AEROTEK SCIENTIFIC (Celegene), Melrose Park





         2012 -2013

QA Specialist

· Support  Quality compliance system and objectives within the division

· Maintain and monitor compliance tracking system.

· Verify and review quality documents prior to transitioning into TrackWise.

· Assist in formatting and revising quality documents in TrackWise.
ARJOHUNTLEIGH, Addison, IL







        2012 -2012
Regulatory Affair Specialist

· Lead and executed Field Corrections/ Recall activities by corresponding to FDA, Health Canada and customers communications

· Prepared and filled submission to regulatory authorities.

· Ensured reports and updates are submitted to the regulatory authorities, management an applicable manufacturers in a timely and consistently manner.
· Assisted managing the regulatory database of imported products to ensure accuracy and to product detention and other deliveries.
· Participated in several FDA audits.

· Communicated with export on regulatory issues.
· Reviewed product labeling and changes for regulatory compliance.

· Provided regulatory support and guidance to various business unit.

· Reviewed technical document for regulatory compliance.

· Assisted preparing and filing regulatory documents.


        URL PHARMA, Aurora, IL
2010 - 2012
QA Document Specialist




· Stimulated investigations, deviations and corrective actions as a follow-up to quality products and audits.
· Provided routine reporting of CAPA program status and overdue CAPA to management team.

· Managed the reporting quality system designed to provide immediate feedback for tracking and trending quality performance.

· Coordinated change control program for changes that impact quality.
· Maintenance of quality system related to change control evaluation, review and approval.

· Managed SOP’s to abate product integrity.  Reviewed, processed new and revised SOP prior to usage.

· Drove compliance with SOP through training and understanding.

· Facilitated cGMP training program every two months.
· Reviewed batch records, log books, calibration records and line clearance to ensure compliance to the process.
· Performed and assessed Metric trending.

· Managed and coordinated on-site audits and database of quality audits.

DELTA PHARMA (MonoSol Rx), Portage, IN





       2010 -2010
QA Support Specialist
· Help develop and implement an in-process quality control system.

· Inspected labels, raw materials, in-processed batches and finished goods dispositions.

· Audit log books, batch r
· ecords, calibration records, opened and closed line clearance.  
VENTURI STAFFING (Abraxis), Melrose Park, IL 




     2007 – 2007
Contract work

· Working as document coordinator utilizing Documentum software.  

· Provided administrative support by updating SOPs, assisted with deviation management system, monitoring document approval process and performing data entry. 

· Drive CAPA to completion.

NOW FOODS, Bloomingdale, IL







    2005 - 2007

QA Document Specialist

· Provided technical support and services on raw materials to management and customers.  Ensured quality and consistency of new suppliers and raw materials 

· Managed raw materials testing program.  Helped developed vendor and sub-contractors quality testing program.

· Experienced in food labeling.  Worked with Natural, Organic and Non-GMO ingredients.

· Interactions and experience with domestic,  international suppliers and contract manufacturing facilities on new and present raw materials and packaging components to assure quality integrity.

· Tracked and trend raw materials specification dispositions and performed external audits.  Made recommendations to management concerning the use of vendors based on audit findings.

· Updated, revised and approval product specifications and label ingredients in Oracle.
· Monitored vendors performance and deficiencies.
· Managed two Class II FDA recalls, while providing compliance experience related to regulatory inspection readiness.  Addressed product and component deviations and CAPA.  Wrote and trained QA departmental on SOP's and HACCP.   Submitted official documentation to local and International authorities.

· Researched and interpret general business periodicals.
CHICAGO PUBLIC SCHOOLS, Chicago, IL





      2003 - 2005

Substitute Teacher

· Taught math daily in the classroom

· Provided classroom continuity for high school sophomore students in the inner city.

· Managed challenging students with the required classroom curriculum.
BLOOMINGDALE'S, Chicago, IL






    2000 - Present

Sales Representative

· Responsible for meeting established monthly goals.

· Develop relationships with customers, promoting company services and encouraging a high degree of client loyalty.

· Consult with customers in selection and coordination of merchandise.

COGNIS CORPORATION, Kankakee, IL




                    2000 - 2001 

Quality Assurance Supervisor 

· Provided leadership and technical support for unionized quality assuance technicians in an ISO 9000 environment. Utilizing proper manpower.

· Ensured the Industrial Chemical laboratory equipment, personnel, methods, procedure and practices comply with corporate policies.
· Utilized SPC methods for improving process integrity by collecting and reporting data to production operations.
· Updated and modified methods, SOP’s and validated formula changes that govern laboratory practices.

· Recorded, reviewed and analyzed technician’s documentation prior to releasing batches in SAP. Comprehensive knowledge of master batch record review and approval.
· Experienced working in a manufacturing environment to identify continuous improvement opportunities.

· Increased cohesiveness and productivity through training, coaching and modifying behaviors.

· Supported plant safety awareness for a better working environment and maintained GLP in an ISO 9000 environment.

ARJO INCORPORATED, Roselle, IL






1998 - 2000 

Quality Assurance Analyst

· Ensured all Class II Medical Devices, annual reports and adverse event reportable met requirements set forth in FDA 21 CFR

·  Monitored policies and procedures relating to foreign and domestic authorities.  Trained personnel on SOPs, MedWatch and GMP, while working independently on Regulatory Affairs.
· Submitted IDE, PMA, and 510(K) to government authorities.

· Reviewed literature for compliance on GMP and SOP with interaction from European manufacturers in Sweden and England.

· Prepared MedWatch reports on timely manner. 

· Conducted technical training such as performing comprehensive site investigation and documenting service reports.

· Managed mandatory FDA recall.


AB DICK, Niles, IL








1997 - 1998

Senior Quality Assurance Supplies Auditor

· Evaluated and improved the quality of graphic art and printing products.  Provided technical support for various departments, engineers and suppliers.  Implementation of corrective action plan on nonconformist batches. 

· Test and inspected the functionality of manufactured and supplied products, raw materials on an audit basis utilizing the necessary test equipment and blueprints.

· Assessed process capability through SPC on nonconforming batches.

· Statistically determined the quality measurements and integrity on graphic products.

· Updated, revised and approved Bill of Materials

· Interfaced with sales representatives, customers and vendors resolving quality problems with resolutions.

· Audit supplier's raw materials and components on site.

ECOLAB INCORPORATED, Franklin Park, IL





1993 - 1997

Associate Production / Quality Supervisor (1994 - 1997)

· Supervised 16-18 mixers and line packers.  Manufactured waxes, sanitizers and cleaning solutions.   Ensured finished products met and exceeded expectation prior to product being released. 

· Assured the facility met stringent quality control standards and produced within budget.  Promoted cost reduction.
· Approved and updated Bill of Materials and Change Controls.

· Maintained all compliance policies pertaining to quality system, and product integrity.

· Validated and updated formula changes through statistical process control or data analysis.

· Implemented process improvement, designed to assure quality and cost reduction.

· Accountable for labor cost, plant manpower, yields, cycle counting of raw materials and components.
· Analyzed in-process, raw materials, finished goods, tank trucks.  Troubleshoot and scaled batches.
EDUCATION:

Tuskegee University, Tuskegee, Alabama 

BS Chemistry

[Type text]


