	[bookmark: page1]
	Aimee K. Zwart

	
	

	12366 West Nevada Pl. #308
	Phone: 616-551-9845

	Lakewood, CO 80228
	aimee_zwart@yahoo.com

	
	


[image: ]
Professional Overview

Motivated pharmaceutical industry professional with a highly analytical mind and a passion for quality. Extensive experience with quality assurance applications, internal auditing, supplier quality relations, and Lean Six-Sigma principles in a cGMP and cGLP environment.

Skills

· 
· Lean Six-Sigma Greenbelt certification, 5S, Kaizen 

· Corrective Action/Preventative Action Development 

· Laboratory Quality Assurance- OOS Investigation

· Change Control 


· Batch Record Review/ Lot Disposition 

· Extensive cGMP knowledge 

· P-MAPS, Gap Analysis, Statistical Quality Tools, Root Cause Analysis, FMEA 

· Raw Material and In-Process Analysis of API 
· Proficient in Chemstation, Waters, Beckman and LIMS laboratory software
· GMP auditing

Experience

Amgen, Inc.  (a $17B global biotech pioneer)	     Jan 2011 to Oct 2013

Associate – Analytical Sciences 

Boulder, CO

· Assisted in the construction and implementation of a site-wide regulatory training program for all Colorado based employees.
· Department Leader for the GMP Compliance Team; conducted internal audits to ensure accurate and compliant cGxP documentation across functional areas.
· Led efforts to comply with a CAPA resolution by implementing GxP principles; reported compliance findings monthly to senior management.
· Prepared weekly manufactured drug forecast reports for approximately 5,000 units.
· Facilitated Operational Excellence initiatives for analytical sciences group; used lean principles and managed project metrics that induced a yearly savings of ~$120,000 for the company.
· Authored and reviewed technical reports and analytical methods complying with cGxP guidelines.
· Performed product-development testing on small-molecule protein therapeutics. 
· Proficient in the collection and documentation of data using electronic notebook software.

· Authored technical reports and analytical methods complying with cGMP guidelines.  
· Responsible for the execution and validation of analytical methods. 
· Analyzed assay samples using Capillary Electrophoresis, HPLC- RP, SEC, CEX, AEX, and HIC methods, utilizing Agilent and Waters instruments. 



Amway, Inc. (a $12B producer of health,drug,beauty,and home-care products)       	 Aug 2007 – Nov 2010                                                                          

Associate Scientist – Manufacturing Quality Assurance (Apr 2008 - Nov 2010)
Quality Assurance Chemist – Supply Chain (Aug 2007- Apr 2008)

Ada, MI

· Carried out chemistry and manufacturing batch record reviews assuring timely QA Lot Dispositions.
· Led Continuous Improvement/Quality Excellence team emphasizing reduction in turn-around time; decreased manufacturing downtime by 20%.
· Responsible for in-process batch formula adjustments saving manufacturing from invaluable downtime due to reworks.
· Managed team of 10 laboratory technicians that was recognized for quality excellence on multiple occasions for zero compliance related errors.
· Pioneered the development of an effective company-wide change control procedure to improve the business’s quality management system.
· Used statistical quality tools to trend material histories from suppliers; assessed raw material integrity in connection with supplier quality evaluations.
· Successfully implemented and tracked Corrective Actions and Preventative Actions.
· Served as the Process Quality Improvement investigator through root cause analysis determination on all OOS, OOT, and laboratory and manufacturing deviations.
· Oversaw cleaning validation testing per cGMP guidelines to ensure compliant manufacturing equipment.
· Utilized USP and NF testing methods to analyze raw materials, in-process and finished products.

· Performed various laboratory testing analysis via wet chemistry, titration, UV-VIS, FTIR, UPLC, HPLC, AA, and GC/MS. 

MPI Research  (a multi-billion $ provider of preclinical pharmaceutical services)        	  Mar 2005 – Oct 2006

Project Leader- Pharmacokinetics/Drug Metabolism (Apr 2006 to Oct 2006)
Research Associate-QA (Mar 2005- Apr 2006)

Mattawan, MI

· Scheduled all daily functions and responsibilities for a team of seven research technicians.
· Established and executed drug study protocols according to GLP and FDA regulations. 

· Tracked departmental progress towards the elimination of study protocol deviations; reported all metrics to study directors. 
· Active member of Self Directed Work Team emphasizing quality improvement; implemented new processes for test material applications and sample collection techniques. 
·  

· Provided support in the investigation of failures and departures from study protocols and SOPs. 

· Reviewed daily drug dosing reports. 
· Maintained quality infusion pump controls involving calibration and investigation of equipment failures. 
· Conducted sample processing in sterile environments. 



· Trained new Research Associates. 

Covance Research  (global provider of drug development services)                                     Jan 1999 to Jul 2001

	Quality Technician
	

	Kalamazoo, MI
	

	· Maintained daily operations of facility in accordance with regulated standards.
	

	· Supervised daily shipments of customer specified products.
	

	· Developed quality assurance program to better organize documentation.
	

	· Gained extensive knowledge of ISO 9001 registration guidelines.
	

	Education
	

	Ashford University -Expected 2014
	

	Operation Management and Analysis- Engineering Studies   
                                               

	Western Michigan University -2005
Chemistry
	

	
	

	
	


Memberships/Societies

· American Society for Quality 

· Theta Tau Engineering Fraternity
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