Lynne A. Hartwell

160 Point Grove Rd #118 Southwick, Ma 01077 
Contact number: 617-872-6399        Email: zeyergyt@yahoo.com 


Documentation Profile
Documentation control        • Process Analysis and Improvement        • Report preparation and distribution


Highly accomplished professional with diverse experience poised to transition solid background as an ISO Documentation Manager to excel in a position as a Documentation Specialist or related position. Offers outstanding organizational and communicative skills, proficient in the creation of working documents, records, forms and databases to support and sustain company, highly effective in meeting/maintaining cGMP and ISO requirements and highly capable of multitasking in a fast paced and challenging environment. Achieves results quickly and efficiently with minimal direction from management, and has the ability to interact with all departments and personnel within company. 
 _______________________________Core Competencies _______________________________

· Documentation control	  Excellent Communication Skills 	        cGMP and ISO 	
   Training of personnel	 	  Process Analysis and Improvement       Quality Assurance	
   Problem Resolution and Decision Making 	           Research and Development Documentation	
   MS Word, Excel, Access, PowerPoint, and Windows proficient 


                                              		  PROFESSIONAL EXPERIENCE 

Specialty Printing, LLC									East Windsor, CT
Label Manufacturer specializing in the design, production, and distribution of pressure sensitive labels and related products for domestic and international customers.
	ISO Documentation Manager							April 2008-July 2011
· Enabled company to become ISO9001:2000 certified (June 2008) and proceeded to maintain certification throughout the surveillance period (2009-2010) and during the recertification process (2011) with 0 findings. 
· Managed internal and external audit schedules, auditors, and trainees. Conducted internal audits as necessary. 
· Managed controlled documents, records, and forms. Created and maintained related databases in support of documentation control. 
· Researched, prepared and edited complex documents for internal and external use, including SOP, training materials, protocols/completion documentation,  KPI,  proposals, and reports.
· Managed Corrective and Preventative Actions and distributed reports within the company and in response to customer complaints. 
· Coordinated various projects throughout company in a continual effort to meet deadlines, and to improve processes. 
· Participated with key projects and product development and supported relevant personnel.
· Worked with suppliers in resolving issues and improvements related to product certifications. 
· Management representative; responsible for internal and external communications.
· Achieves results quickly and efficiently with minimal direction from management. 
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CUNO Inc.											Stafford Springs, CT 
Manufacturing plant designed towards the manufacture, assembly and distribution of a comprehensive line of filtration products for the separation, clarification, and purification of fluids and gasses.
  
Quality Assurance Information Coordinator   				April 2006-April 2008 
· Update or create plant-wide documentation, forms, and records. 
· Manage and update plant-wide SOP databases and employee training record databases and distribution of related paperwork within plant. 
· Maintained supplier certification records and the production of in-house product certifications and related databases. Responsible for the organization of current documents and document archiving, and the training of personnel to act as backup. 
· Coordinated various projects in support of the department in a continual effort to meet deadlines, and to improve processes. 
· Worked on several key projects, in support of both internal and external processes. 
· Conducted regular internal audits of the other CT plants, and in-house audits to document current procedure, practice, and regulate discrepancies to company SOP procedures. All procedures in accordance to ISO document standards. 
· Inspection of incoming raw material products as per SOP procedure. 
· Inspection of product and packaging labels. 
  
 	Senior Quality Assurance Laboratory Technician                                 		April 2002-April 2006 
· Coordinated Internal Audits with other Quality personnel, and responsible for maintaining the Quality Assurance Audit Database. 
· Trained Quality Assurance personnel, and coordinated internal audits and the laboratory schedule for all Quality Assurance technicians. 
· Assisted in interplant internal audits with Lead Auditors. 
· Supported companywide 5S program. 
· Implemented changes to the quality system that improved effectiveness and efficiency.
· Responsible as backup for the production and maintenance of the supplier/in-house product certification documents and databases. Assumed primary responsibility of this function towards the final year in this position. 
  
Quality Assurance Laboratory Technician                                                          October 1999-April 2002 
· Responsible for the collection, testing, and data entry of test results of products for the plant. 
· Conducted routine internal audits of product and product labeling, and maintained records and reported findings to supervisor. 
· Participated in interdepartmental process improvement meetings. 
· Adapted to new responsibilities quickly and flexible within a changing, challenging environment. 






Continued….
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University of Massachusetts Medical Center, Biologics Laboratories.                Jamaica Plain, MA 
Facility was involved in the research, development, manufacturing, and sale of serums and immunoglobulin vaccines for the prevention of infectious disease in children and adults.
  
Quality Control Manufacturing Associate I 			       January 1998-October 1999 
· Monitor daily activities of laboratory ensuring the accuracy of results while maintaining rigorous testing schedules to consistently meet deadlines. 
· Preliminary review of paperwork completed by laboratory technicians, and monitor assay parameters and controls utilizing Microsoft Excel. 
· Coordinate and implement all testing schedules for laboratory. 
· Performed testing and analysis of in-process, final, and stability samples of human IgG product. 
· Responsible for training all new personnel following current SOP and GMP procedures. 
  
Laboratory Technician II                                                                         March 1997-January 1998 
· Responsible for the training of laboratory assistants, all shifts. 
· Direct supervisor of the first shift laboratory assistant. 
· Perform various assays as necessary. 
  
Laboratory Technician I                                                                         September 1994-March 1997 
· Daily/weekly testing of the Microneutralization, ELISA, and Complement Fixation assays. 
· Completion of all assay paperwork in a timely manner. 

  
Nutramax Products, Inc.  								Gloucester, MA 
Private label and personal care products company.
  
Quality Assurance Inspector-QA/QC department   		March 1994-September 1994 
· Conducted daily inspections of product, product packaging and labeling, and performed routine inspection of manufacturing areas. 
· Chemical analysis and inspection of substances involving identification, purification, and stability. 
· Documentation of test results in accordance with current GMP and SOP procedures. 
· Trained QC employees and monitored personnel and equipment during production. 
  

EDUCATION
				 
Bachelor of Science in General Biology-1993
Framingham State College, Framingham, MA

ADDITIONAL TRAINING 

Classes and certifications awarded through CUNO Inc
· Train the Trainer-2003	• Leadership Development, Level 1-2004       •  ISO9001:2000 Auditor-2007

Classes and certifications awarded through Specialty PrintingLLC
· Kaizen/Lean Training-2008       •  ISO9001:2008 Auditor-2009	•  Determine Root Cause-2010
