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PROFESSIONAL PROFILE
Competent Documentation professional with over 20 years experience in regulated medical device and pharmaceutical industries. Experience in all areas of documentation including; implementing EDMS and MRP systems, label control, project team leadership skills, implemented change control tools and record retention strategies in support of company objectives. Excellent skills in leadership, interpersonal, customer service, quality performance and self-starter needing minimal supervision. 
DOCUMENT CONTROL PROFESSIONAL EXPERIENCE
APNEX MEDICAL, St. Paul, MN

Startup manufacturer developing an implantable device to improve the health of people with sleep disordered breathing
Quality Systems Specialist – Contract Position (Jan. 2011 to June 2011)

Permanent Position (July 2011 to present) 
· Coordinates change requests, deviations, and training activities in Grand Avenue.

· Troubleshoot and resolve issues for Grand Avenue users as well as work with Grand Avenue Support to resolve issues and improve the system.

· Track and monitor appropriate metrics that assess the effectiveness of the business quality system to meet business and customer expectations and escalate to the head of quality as appropriate.

· Assist in creation and maintenance of product documentation such as design history files, device master records, device history records and product configurations.

· Assist in the coordination of internal audits, returned product analysis, complaint handling, CAPA’s, NCMR’s and training.
· Key team member for obtaining CE Mark from Dekra. CE Mark certification October, 2011).
LIFECORE BIOMEDICAL, Chaska, MN
Manufacturer of dental implant systems, tissue regeneration products and medical grade hyaluronan.

Document Control Supervisor   (Nov. 2004 to Oct. 2010)
· Supervised all activities for documentation and label control departments.

· Represented Document Control, Label Control and QA on project teams.
· Key team member in the selection, design and implementation of Pilgrim SmartSolve EDMS.
· Created employee training program for Pilgrim SmartSolve EDMS.
· Trainer for all employees using Pilgrim SmartSolve EDMS.
· Implemented improvements to documentation systems as the result of implementing EDMS.

· Project team member for new product development to ensure documentation requirements were completed in a timely fashion.
Tammy Dayton
Page 2 of 2

ADVANCED BIO-SURFACES, Eden Prairie, MN

Manufacturer of minimally invasive orthopedic implants.
Documentation Administrator   (Feb. 2001 to June 2002)

· Responsible for all areas of document control and quality systems.

· Developed new DCO change order form.

· Developed new database for maintaining part number history and revision control using Access. 

ARTESYN TECHNOLOGIES, Eden Prairie, MN
Manufacturer of power conversion products and communications.

Senior Documentation Administrator   (May 1999 – Mar. 2000)
· Assisted in the development of the new Global Change Order Process and the Global Part Number Procedure.

· Developed new ECO/PCO change order form.

· Developed system to release new programs to production using SAP reports

· Released to production newly developed programs.

· Cleaned up electronic documentation system in preparation for electronic documentation distribution

· Attended Intra.doc (EDMS) System Administrator training.

· Helped to eliminate existing backlog of component specification prints.

BOSTON SCIENTIFIC, Maple Grove, MN
Manufacturer of disposable medical devices for the treatment of heart disease and related illnesses.

Senior Documentation Specialist
Oct. 1996 – Apr. 1999

Documentation Specialist

Jan. 1991 - Oct. 1996

· Maintained all new and change related activity in an SAP environment.

· Documentation analysis of all change orders to ensure completeness.

· Trained engineers and technicians on documentation policies and procedures.

· Managed special order requests from sales reps and hospitals.

· Managed part number assignment and document revision control, creation of Bill of Materials, Routings, and associated manufacturing documentation.
Other professional experience

Real Estate Professional    (Nov 2002 – June 2005)
Training and Software Skills

	ISO13485

cGMP

SAP

Fourth Shift

Microsoft Office
	Pilgrim EDMS

Grand Avenue EDMS

St. Thomas University - Project Management

St. Thomas University – Technical Writing

Various Change Management Seminars
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