Glenda Mills
2202 Elim Ave.
Zion, Il 60099
Home Phone: 847-209-8605
gswomyn26@yahoo.com

-------------------------------------------------------------------------------------------------------
OBJECTIVE:  To obtain a position in Quality that utilizes my past work experience in both Quality and Manufacturing.

SUMMARY:	
Quality leader with over 30 years experience at medical device convenience kit manufacturing plant, ensuring compliance with ISO 13485 and 21CFR820. Emphasis on current Good Manufacturing Practice (cGMP), Corrective and Preventive Actions and Complaint Handling. Hands-on oversight of manufacturing operations, providing eye of Quality on the floor. 

WORK EXPERIENCE
Cardinal Health – Presource Facility, Waukegan, Illinois

5/2001 to Present
Quality Supervisor
	Responsibilities:
· Supervising a team of four Quality Technicians 
· Overseeing Quality product release
· Monitor operational activities to ensure compliance to quality policies and procedures
· Achieving facility defect and plant controlled complaint goals ( CPM )
· Developing and implementing corrective actions for assessment findings. 
· Employee training relevant to Quality policies, procedures and systems
· Responding to Field Corrective Actions with data pertinent to the action
· Managing product affected by Field Corrective Action (holds and recalls) 
· Opening and tracking of CAPA’s for the facility
· Investigating customer complaints and providing investigation results to the customer, closing complaints in Pilgrim and assuring the closure of complaints are in a reasonable time frame. 
· Contacting vendors regarding component quality issues 
· Updating component descriptions in materials database
· Assigning hazard coding to kits containing hazardous components 
· Assisting Sales Rep with component substitution identification
· Identifying opportunities to improve product and process quality 
· Controlling retention of all Quality related documents
· Preparing weekly and monthly Quality data reports
· Assisting Region Manager, Quality Manager, and Director of Quality
 









9/1992 to 5/2001
Quality Coordinator – Cardinal Health
· Supervised 5 Quality Technicians
· Utilized effective interpersonal communication to solve cross-department challenges and problem resolution for all second shift quality issues 
· Performed Device History Record review
· Worked closely with purchasing on components issues 
· Trained assemblers on new policies and procedures 
· Calculated data for daily, weekly and monthly reports

9/1987 to 9/1992
QA Inspector / QA Pack Approval Tech – Allegiance Healthcare
· Inspected Custom Sterile kits to ensure the correct components, quantities of components and special instructions were in compliance with the kit design and customer requirements.
· Approved Custom Sterile procedure packs and verified labels to ensure the kits were built per customer request and  labels were in compliance with quality procedures

9/1986 to 09/1987
Sealer – Allegiance Healthcare
· Ensured that the sterile kits were sealed properly according to the sealer policy, and to ensure the proper sterile barrier 
· Ensured that the seal testing was performed at the correct test setting tolerances 

COMPUTER SKILLS
· SAP/R3
· PRMS / AS400
· Microsoft Applications: Excel, Word
· Business Objects
· Pilgrim (complaint handling system)
· FCA Tracking System (Field Corrective Actions – Recalls)
· Outlook

ADDITIONAL ACCOMPLISHMENTS
· Lean Six Sigma White and Yellow Belt training
· CAPA training 
· Attended Leadership Seminars
· Internal Auditor 

 
