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Joe W. Sheehan 

Senior R.A.Q.A. Associates, Inc. Consultant

More than ten years experience as a Drug and Device GMP/ISO, GLP and GCP Quality Lead Auditor with a major Health Care Company.  Audited over 150 Medical and Pharmaceutical Manufacturing sites world wide, over 17 GCP audits and 30 GLP audits.  Strengths include 18 years manufacturing experience, extensive use of statistics, implementing Six Sigma and teaching GMP, Statistics and Quality Engineer classes.  Joe is a Certified ASQ Quality Engineer and Auditor and has a Masters Degree in Systems Management from the University of Southern California and a B.S. in Mechanical Engineering, University of Minnesota.
Professional Accomplishments

R.A.Q.A. Associates, Inc.


                            
2004 - present

GMP/GCP/GLP/ISO Consultant; Austin, TX
· FDA related GMP, GCP, GLP, Quality Systems design and ISO audits.
Sheehan’s Compliance Consulting 

                     
2002 - 2003
GMP/GCP/GLP/ISO Consultant; Austin, TX
· Contract work with four consulting companies completing GMP, GCP and GLP audits and training.  .
3M – Minnesota Mining and Manufacturing


1968 - 2002

3M Interconnect Solutions Division; Austin, TX

                            1997 – 2002
Product and Application Engineering Specialist 

· Implemented control charting for controlling test equipment.

· Improved the tester repeatability of Fiber Optics from 1.5 to 0.06 microns.

· Electronically approved and filed all Fiber Optic Drawings into a database.

3M Pharmaceuticals; St Paul, MN



                            1988 - 1997

Compliance Audit Specialist
· Performed over 150 GMP and ISO 9000 international audits at Health Care manufacturing plants world wide (i.e. UK, Ireland, Thailand, Indonesia, Japan, Brazil, China, Italy, South Africa, Finland, Australia and Uruguay).
· Instructed ISO 9000 and GMP classes at various Health Care Plants worldwide.
· Organized and presented at 3M Health Care Compliance Seminars (200 attendees).
· Multiple GLP and GCP audits including auditing Clinical Final Reports.

3M Pharmaceuticals; Northridge, CA


                       1985 - 1988

Quality Engineering Specialist 
· Surveyed over 20 suppliers and certified 5 that improved quality and reduced incoming inspection.

· Taught Statistics and Minitab so others could benefit from these tools.

· Reduced incoming inspection cost 40% by improved sampling plans and certifying suppliers.

· Worked on Bellwether team that helped reduced customer complaints substantially and earned a Quality Achievement Award.
3M Data Recording Products; Camarillo, CA

                       1981 - 1985

Senior Quality Engineering 
· Was the first Quality Engineer for 3M Camarillo.

· Initiated a Supplier Improvement Program and surveyed over 40 suppliers and certified 10 suppliers which improved quality and reduced incoming inspection. 
· Taught Statistics and Minitab in a formal class.
· Used statistics to optimize process and solve quality problems.
3M Magnetic Products; Hutchinson, MN

                       1972 - 1981

Product and Advanced Quality Engineering 
· Raised overall cassette yields from 75% to 90% by utilizing statistical tools.

· Scaled-up over 10 new products into Manufacturing.

· Designed and implemented the first on-line computerized Quality Data System.
· Started new position, 1st Quality Eng. for Hutchinson and became an ASQ CQE.
US Army; Mannheim, Germany                
                       1970 - 1972

3M Magnetic Products, St Paul, MN


                       1968 - 1970

Coop Student  
· Technical Service, Division Engineer, Division Quality and Hutchinson Manufacturing.
Awards and Certifications
· ASQ American Society Quality Certified Quality Engineer (since 1979)

· 3M Certified Supplier Surveyor

· Quality Achievement Award

· ASQ Certified Auditor (since 1989)

Education

Master Science System Management
USC; Los Angeles, CA


  1984
BS Mechanical Engineering
University of Minnesota; Minneapolis, MN            
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