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	Toni Freeman, ASQ CQA

	Profile Summary of Qualifications

	Supported quality compliance systems and objectives at the site level.  Interacted with cross-functional groups such as Quality Control, Regulatory Affairs and Production.  Involved in quality and compliance oversight of manufacturing and warehouse activities.  Supported the release of finished goods documentation including technical review of batch records, laboratory data, labeling, and COA.     Supported colleague development by providing training and educating colleagues on quality system requirements.  

	Experience

	2012-Present
	MonoSol RX
	Portage, IN

	 Product Quality Assurance Supervisor
· Responsible for partnering with Production in integrating quality oversight and support within the production environment. 
· Perform line clearances and real-time monitoring of production operations.

· Perform in-line reviews of manufacturing batch records.

· Perform quality audits of production areas, maintaining the facility in an audit ready position.

· Make real-time product impact assessments regarding in-process operations.
· Initiate, investigate, and maintain operations deviations and non-conformances.

· Support the management of customer complaints, investigations, corrective actions and change controls.

	

	2008-2012
	Pfizer Inc/ Alpharma LLC
	Chicago Heights, IL

	 Quality Control/Quality Assurance Technician
· Provide Regulatory Affairs compliance by supporting the acquisition of supplier manufacturing affidavits as well as developing a site-specific affidavit to meet NAFTA requirements.

· Develop compliance training documents for production operators

· Perform internal laboratory, production, and warehouse compliance audits using GLP/GMP and CFR regulations.  

· Establish new procedures, conduct investigative projects to improve laboratory analysis, and generate projects and stability studies for raw materials.  
· Interact with management on FDA submissions, new and revised batch records and production validations.  
· Perform vendor and supplier quality audits to assure the quality of incoming materials.
· Involved in FDA 483 remediation efforts at off-site facility.  Responsibilities to include writing reconciliation, deviation, and product summary reports, supervising quarantined product reweigh efforts by production operators, and the review of reweigh reports to release quarantined product.
· Actively sought to improve the raw materials lab, processes as well as Pfizer’s internal process with a quality mindset. Responsible for the sampling, analyzing, and release of raw materials used onsite and offsite in accordance with GLP standards, as well as the utilization of chemical analysis such as spectrophotography and HPLC.  

	


	2008
	Lab Personnel
	Chicago Heights, IL

	QC Analyst, Chemistry; Nufarm Americas

· Reviewed controlled documents. Analyzed batch and packaging samples. Tested for proper pH, emulsion, cross contamination, acid concentration, percent free acid, and viscosity. Analyzed samples using HPLC and GC.  
· Coordinated batch adjustments with production to ensure quality, compliant products.  

	Education

	2004-2007
	Roosevelt University
	Chicago, IL

	Biology, BS

2008-Present
· Currently pursuing Master’s in Biotechnology and Chemical Science from Roosevelt University.
· ASQ Certified Quality Auditor Exam Preparation.
· Fundamentals of Supervision and Management through Prairie State.


	Certifications

	12/2012-12/2015
Certified Quality Auditor

· ASQ; Certification # 44462



