DAVID C. FURR


7822 Ladue Glen


Fort Wayne, Indiana 46804


(260) 459-9475 (H)


(260) 402-1598 (Cell)


davidfurr@fdcservices.com �


PROFESSIONAL EXPERIENCE


FDC Services LLC, Ft. Wayne IN 1/01 - Present


Independent Industry Consultant


Principal consultant, serving executive management in the Medical Device, IVD, and Pharmaceutical/Biologics industries in the areas of Quality Systems, International and US Regulatory Affairs, Clinical Affairs, and Compliance.


Quality Systems inspections, International Submissions, 510(k)’s, CAPA, research projects, FDA liaison and advisory assistance to Industry.  Long-term roles as acting head of QA/RA for various companies.  Retained corporate regulatory/technical advisor for NYSE client company.


Successfully completed international applications, several 510(k)’s, a clinical trial, and numerous quality reviews, compliance audits, and validation projects for clients.  Consulting project product experience includes IVD’s, drug coated coronary stents, hip/knee implants, spinal implants, vascular access ports, instruments, and sterilization systems.


Sub-contracted consultant to international consulting firm on extended Class III combination product Warning Letter remediation, FDA inspection, and facilities expansion projects.


Assisted and guided client management teams with strategies on product development, recalls, submissions, inspections, quality metrics, complaint handling systems, training, and compliance.


Industry advisor service for various Wall Street stock analysts.


Boston Scientific, Natick MA 4/97 – 12/00


Director Quality Assurance/Regulatory Compliance


Microvasive Urology Div., 12/99 – 12/00


Director, Quality/Regulatory/Clinical Affairs


Microvasive Urology Div., 5/98 – 12/99


Director, International Regulatory Affairs


International Division, 4/97 – 5/98 �


Member of Division Executive Management Team, responsible for Divisional and Corporate Quality Systems strategy and management of newly created Divisional function including complaint/MDR handling, field actions and corrections, procedure and policy development and training, OEM quality, and FDA liaison. 


Managed professional staff performing worldwide regulatory submissions, divisional quality, and clinical projects leading to the approval of Class II and III device, and drug/device combination products. 


Reviewed and supervised product development team processes involving core QA/RA/CA responsibilities. 


Served in principal roles in divisional and corporate quality policies, and the building of needed infrastructure to help a rapidly growing company cope with global processes. 


Key participant in corporate quality, regulatory and multilingual labeling committees, divisional and group management boards. 


Other responsibilities included due diligence investigations, department personnel and budget, and management of global issues involving regulatory & compliance authorities (Notified Bodies, FDA, Canada HPB, Japan MOH, UK MDDA, Australia TGA, etc.).
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Bristol-Myers Squibb Company 5/87 – 10/96


Zimmer Division, Warsaw, IN 11/91 – 10/96 


�Corporate Director, International Regulatory Affairs and Compliance Services 11/94 – 10/96


Corporate Director, U.S. Regulatory Affairs and Compliance Services 2/94 – 11/94


Corporate Director, Regulatory Compliance 1/93 – 2/94


Associate Director, Regulatory Compliance 11/91 – 12/92 �


Experience includes progressively more responsible positions in the corporate RA/QA areas. 


Principal responsibility for International Regulatory Affairs, U.S. Regulatory Affairs, and World-Wide Compliance/Quality Systems relating to Class II and III devices. 


Managed the successful completion of several U.S. and International regulatory submissions, CE marking technical files, ISO 9001/EN 46001 certifications of six plants world wide, and numerous quality systems/CGMP audits of subsidiaries and suppliers. 


Served as company representative at ISO Technical Committees involving Quality Standards and Clean Room technologies. 


Established and maintained significant Global Standards library which improved overall operational effectiveness. 


Additional activities included ISO and FDA compliance representative role for operations, international standards actions, department head budget and personnel management, and corporate GMP/quality/regulatory technical services. 


Key member of corporate committees for international harmonization, local language labeling, sterilization, and regulatory affairs. 


�Bristol-Myers Squibb, Corporate Staff, Syracuse, NY 5/87 – 11/91 ��Technical Evaluator, GMP, 1/90 – 11/91 �Associate Technical Evaluator, GMP 5/87 – 1/90 �


Responsible for international and domestic CGMP quality assurance inspections of both divisions and contractors. Inspection included drugs, medical devices, clinical supplies, cosmetics, biologics, nutritionals, NDA's, and PMA's. 


Interfaced with division and corporate executive personnel. 


Provided audit team leadership and planning expertise. 


Responsible for follow-up of corrective actions at plant sites, and technical consulting for division and corporate management in areas such as GMP’s, validation, environmental monitoring, and documentation. 


�Greer Laboratories, Inc., Lenoir, North Carolina 7/85 – 5/87 ��Responsible Head/Regulatory Affairs Manager �


Managed Regulatory Affairs, FDA liaison, and filing of Biological Product License Application (BLA) Amendments. 


Provided regulatory expertise and oversight of biological, medical device and pharmaceutical production operations and CGMP compliance. 


Responsible for start-up, validation, and management of sterile injectable saline production operations. 
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Managed site quality, regulatory compliance, aseptic processing, environmental monitoring, sterilization, and validation. 


Responsible for manufacturing and laboratory activities for injectable biologics and in-vitro diagnostic manufacturing plant. 


Supervised site selection, design, construction and licensing of new biologics facility. 





EDUCATION 


Bachelor of Science Degree, Texas State University


San Marcos, Texas


Major: Microbiology, Minor: Chemistry 





Master of Science Degree, Quality Assurance and Regulatory Affairs


Temple University, School of Pharmacy





Philadelphia, Pennsylvania


(QA/RA MS curriculum: Food and Drug Law, Drug Development,  cGMP’s, Pre-Approval Inspections,  IND, NDA, CMC, PMA, 510(k), Labeling and Advertising, and Quality Audits) GPA 3.9





PROFESSIONAL AFFILIATIONS, COMMITTEES, AND ACTIVITIES 


Registrar Accreditation Board (ASQC/RAB)


Quality Systems Lead Auditor - 1996, 1997, Certificate #Q02944 (no longer active)





AAMI 


Individual Member (2002-2003) and Sterilization Container Systems Standards Meetings 2002-2005





Indiana Medical Device Manufacturers Council (IMDMC)


Member (2001-2003), Event Speaker, Leader – Northern Indiana Focus Group





Parenteral Drug Association (PDA) 


1994-96 Chairman, PDA Regulatory Affairs Committee


PDA/FDA Joint Conference Planning Committee, 1993, 1995,1996


Speaker, moderator for PDA meetings, writer for PDA Letter, participant in PDA special task forces. 


�HIMA (now AdvaMed) Asian Harmonization Working Party, 1996-1998


Charter member, helped to establish HIMA relationships with Ministries of Health in Asia





ISO/Technical Committee 210 (ISO 13485)


Quality Management and Corresponding General Aspects for Medical Devices


Former Participating member, U.S. Technical Advisory Committee





ISO/Technical Committee 209


Biocontamination & Environmental Monitoring


Member U.S. expert committee Sub-TAG 1993-1996 





Recent Publications - Articles


 Infection Control Today Magazine - August 2004 & October 2004


and 


Zentral Sterilisation International Journal of Sterile Supply - Volume 14 Jan/Feb. 2006


