John L. McKay, Jr.ADVANCE \d3
1402 Cerisse Court * Brentwood, TN 37027 * Cell: (615) 939-1452  * jmckay@aol.com
ADVANCE \d7 Vice President, Quality and EHS & Chief Quality Officer    

Quality, Compliance, Healthcare, Operational Excellence, Automotive, EHS, Supply Chain, Pharma, Medical Device  
Summary of Qualifications
Results-proven, customer-focused Senior Executive and Leader with 26+ years of international experience and success in driving operational growth, leading global Quality, Compliance, Product Development, Operational Excellence, Supply Chain Programs, and achieving revenue, cost, productivity and operational goals. Global experience, training, and improvements in: Quality Assurance, Regulatory & Healthcare Compliance, Operational Excellence, Supply Chain, Project Management, EH&S, Quality Management Systems, QEHS Auditing in US, Europe, Asia, South America, Australia, FDA and Notified Body Audits, Regulatory Audits from Global Regulatory Agencies, Lean Manufacturing, Operations, Engineering, Product Development, Healthcare Quality Solutions, Corporate Integrity Agreement, Quality Control, Budgeting, cGMP, GCP, GLP. 
· Implemented systems for Healthcare Quality and Core Values, achieved goals and metrics for Operational Excellence, Quality, EHS, Customer Satisfaction, Revenue, and Profit. 21 years of experience in multi-site facility operations
· Assisted in preparation of 510(k)s, PMAs, IDEs, DLAs, and CE Mark Applications.  Implemented Operational Excellence and Auditing programs globally in US, Canada, Mexico, South America, Europe, Asia, Australia. 
· Worldwide knowledge/experience with FDA Quality System Regulations (21 CFR Part 820), Good Manufacturing Practices (21 CFR 210-211), 803, 806, 807; ISO 13485, ISO 9001, ISO 14971, ISO 14001, OHSAS 18001, Canadian Medical Device Regulations (CMDR), EU Medical Device Directives (MDD), CMDCAS, Trackwise QMS, Management of Change (MoC), Continual Improvement, FDA, JPAL, TGA, HC, MHRA, ANVISA, SFDA; Customer Needs, Quality Assurance, Quality Engineering, Quality Systems, Quality Control; Change Management. 
· Expert in:  QMS Audit Programs, Root Cause Analysis (RCA), Global Performance Standards, Supplier/Vendor Qualification, Problem Solving, Design Control,  Change Control, Corrective Actions and Preventive Actions, Quality Plans, Deviations, Device-Drug Master Records, Document Control, Validation, Verifications, Engineering, ISO 22000, Labeling, Supplier Management, QEHS Reviews, Management Reviews, Operational Excellence, Functional Reviews, Statistical Techniques, Risk Management, Training, SOPs. ISO/TS 16949, PPAP, APQP.
Professional Experience

BioMimetic Therapeutics, Inc.  ($0.5 billion Medical Device, Biotechnology, Pharmaceutical Company)
Vice President, Quality and EHS; Franklin, TN




(September 2007 – Present)
Quality, Environmental, Health and Safety (EHS) Vice President and Compliance Officer reporting to CEO, part of Senior Management Team, serve as Management Representative; Maintained ISO 13485:2003 certification and eliminated numerous major and minor nonconformities.  Achieved ISO 9001:2008 and ISO 14971:2007 certification 12 months ahead of schedule as one of first in the world. Led organization of 20 people in 5 departments:  Quality Systems - GMP, Quality Assurance – GCP, Quality Assurance – GLP, Validation and Technical Services, Document Control/Learning Services, EHS.  Obtained $145,000 in training grants.  Managed 5 budgets totaling $6 million.  Developed systems/processes/procedures to assure compliance with regulations/company policies.  Created Quality Agreements with all key suppliers.  Implemented Corrective and Preventive Action (CAPA). Led Project Management initiatives, Project Teams. Developed/managed budgets and staffing
· Restructured Quality Departments into Centers of Excellence for GMP/ISO, GCP, GLP, Validation and Technical Services, EHS, DCLS to improve support to product and process development activities; directed global QMS audit programs 

· Worked on teams to develop and implement PMAs for FDA; CE Marks for EU, Canada, Australia; DLAs for HC 
· Developed/implemented a Compliance Improvement Plan; Led Validation Staff and programs for facilities, test methods, manufacturing processes, computer/software systems, equipment, cleaning methods, cold chain distribution, sterilization
· Created action plans for improvements to compliance management systems to meet all requirements for ISO 13485, ISO 9001, ISO 14971, 21 CFR 820, CMDCAS, EU Medical Device Directives; Managed all regulatory inspections/notified body audits. 

· Developed and implemented Operational Excellence systems addressing the top 20 compliance issues from FDA, Health Canada, EU Competent Authorities; Led/drove quality, continuous improvement, customer satisfaction, Core Values.
· Created and implemented systems and processes to share/implement Good and Best Practices among 8 key suppliers 

· Created Quality Systems/Processes for CAPA, Root Cause Analysis, Auditing (internal/external), Metrics, SOPs, NC. 
· Completed presentations and projects for executive meetings:  Board of Directors (quarterly), Senior Staff (weekly), Product Development Steering Committees (weekly), Annual Shareholders Meetings (participant, speaker)
Stryker – Physiotherapy Associates ($22.5 billion Medical Device/Technology, Physical Therapy Company)


Senior Director, Compliance; Memphis, TN




(Jan. 2007 – September 2007)
Quality, Compliance and Ethics Officer; Trained to assume VP Position. Led Medical Device, Healthcare Quality/Compliance Systems. Developed processes/procedures to assure compliance with regulations/company policies. Created negotiation strategy and management systems for Corporate Integrity Agreement (CIA), served as Management Representative for QMS. 

· Developed and implemented a Compliance Binder providing improvements to, documentation/training on Compliance Management Systems to manage the CIA.   Developed/implemented systems for training and skill development. 
· Created an action plan for improvements to compliance management systems to meet the OIG 7 Elements Of An Effective Management System; Led the development of strategies and programs for improving efficiency, compliance and consistency.
· Developed and implemented Operational Excellence Instructions addressing the top 10 Medicare billing/coding error categories to reduce error rates from 11% to 3%; established policies and procedures for auditing
· Created and implemented systems/processes to share Good/Best Practices among 485 clinics 

· Created Quality Systems/Processes for CAPA, Root Cause Analysis, Auditing, Complaint Handling, Training
Bayer Corporation ($67.1 billion Biotechnology, Pharmaceutical, Medical Device, Chemical Co.)  Apr. 2000 - Jan. 2007

Global Manager, Operational Excellence, Quality, SSHE, Management Systems; Pittsburgh, PA (2002-2007)

Responsible for implementing the Quality and Operational Excellence (OE) Program in 41 sites within North America, South America, Europe and Asia, in 4 global divisions, and in 7 global operations, using industry-best management system standards in the following areas:  Quality, SSHE, Sustainability, Operations, Lean Manufacturing, GMP, ISO 13485, ISO 9001, ISO 14001, OHSAS 18001, Training, Supply Chain, Purchasing, Technical, Reliability, Logistics, Technical Center, Engineering, Project Mgmt., and Third Party Management. Director/VP-level position. Led strategic QSSHE effort and training programs, implemented improvements and QSSHE Management Systems, managed global Integrated QSSHE Auditing Program.

· Implemented Quality, OE, Six Sigma projects and solutions with documented costs savings of $3.5 million in 2003.

· Implemented Good/Best Practices to improve manufacturing sites worldwide; achieved metrics for OE, Quality, training, reliability, on-stream efficiency, Overall Equipment Effectiveness and Customer Relationship Management (CRM). 

· Developed training programs for Quality, SSHE, and Operational Excellence, GMP, GLP and implemented Plateau LMS improving training completion by 85% and achieving 100% compliance, supported Technical Centers and R&D. 

· Completed OE Gap Analyses and sharing of Good/Best Practices among 120 sites in North America, South America,
Europe and Asia – benefits included significant cost savings, efficiency gains, cost reductions, performance improvements, training effectiveness, compliance, SSHE / R&D goals and Quality Excellence Awards; implemented ISO 22000, FMEA.
· Developed, implemented and managed corporate audit programs for Quality, FDA, SSHE, Operational Excellence and ISO Standards; Led teams, implemented ISO 13485, ISO 14001, ISO 9001, FDA Quality Systems, Medical Device Directives.
Project Manager: Quality, Operational Excellence, SSHE; South Charleston and Institute, WV  (2000-2002)
Senior Project Manager for the Quality, Operational Excellence, and SSHE Programs.  Designed and developed the Operational Excellence Program which involves managing and leading implementation of Best Practices and Management Systems on a global basis using Best Performance Standards: Quality, SSHE, Operations, Lean Manufacturing, Kaizen, Six Sigma.  Led training programs, solved customer complaints, implemented strategic QSSHE systems and programs.  

·   Developed a multi-facility/multi-divisional Quality and Operational Excellence (OE) Implementation System achieving an annual cost savings of $100 million in Manufacturing Plants, Distribution Centers, and R&D Technical Centers.

· Primary inventor on a Patent Application for OE Process: sustained improvement and cost savings in all functional areas of manufacturing and operations, for 100% Quality and EH&S compliance, for business improvement and Lean goals.

· Developed and implemented Management Systems to implement standards from ISO, AAMI, ASTM, ICH, USP to reduce process/product liability, and meet customer/stakeholder requirements; met R&D and Technical Center goals. 

· Developed corporate management system standards incorporating best practices in all of the functional areas of Operational Excellence leading various international Functional Expert Teams:  Quality Management/Assurance, Compliance, GMP, GLP, EH&S, Lean Manufacturing, Plant Managers, Operations, Training, Supply Chain, Technical, Maintenance, Logistics, Security, Technical Centers, Engineering, Project Management and Third Party Management.

· Obtained 10% improvement in reliability, 20% reduction in incidents, 30% cost improvement, 35% increase in training effectiveness, elimination of Quality non-conformances, elimination of EH&S compliance issues, 29% increase in efficiency, obtained 100% training compliance, achieved OSHA VPP Star certification, EPA Performance Track.
· Led project teams in North America, South America, Europe and Asia to develop integrated management systems, identify areas for improvement, to share Good and Best Practices; achieved EH&S, GMP goals, led RCAs and PHAs.
· Assisted Regulatory Affairs with the preparation of 510(k)s, PMAs, IDEs, and CE Marking Applications, APQP, PPAP.
· Assisted and Hosted FDA, Customer, Supplier and Regulatory Body Audits of the Quality Management System
· Managed all aspects of Company Quality Management System to achieve quality improvement efforts, establish strategic plans, policies and procedures at all levels; met or exceeded internal and external requirements, standards, regulations

1993 to 2007

Bayer Corporation ($67.1 billion Biotechnology, Pharmaceutical, Medical Device, Chemical Co.)  Apr. 2000 - Jan. 2007
Formerly Lyondell ($22.2 billion Energy and Chemical Company) (July 1998 to April 2000) – Bayer acquired global division 
Formerly ARCO Chemical Company ($5.6 billion Chemical Company) (1993 to July 1998) – acquired by Lyondell 
Regional Manager, SSHE, Training, Lean, and Public Affairs, South Charleston and Institute, WV (1996-2000)

Kanawha Valley SSHE, Training, Lean, and Public Affairs Department which managed all SSHE, Training (Regulatory, Technical, and Developmental), Lean Manufacturing, Public Affairs (Community Affairs, Legislative Affairs, and Media Communications), and PSM/RMP responsibilities for the Kanawha Valley WV Manufacturing and Research & Development Facilities.  Coached, developed and mentored regional department staff at 3 large facilities.
· Developed and implemented a combined regional Kanawha Valley Regional SSHE Department for         

     manufacturing and technical center operations and created an annual savings of $100,000, managed 2 CAPs. 

· Eliminated OSHA recordable incidents from 4.3 to zero in 3 years, created Total Quality/Safety Culture program. 

· Awarded for zero lost-time incidents (1825 days) by various state and national organizations, saved $355K in worker’s compensation costs, achieved 5 Million Safe Work Hours, achieved highest awards from American Chemistry Council, achieved President’s Safety Award, achieved 100% compliance with regulations; implemented GMP, GLP.
· Designed and implemented a WV Regional SSHE and Training organization; created annual savings of $110K; implemented air permitting systems, achieved 100% training compliance, completed 25 environmental permitting projects, 

· Awarded for Environmental Excellence, Spill/Release Reduction and Waste Reduction metrics, saved $1.5 Million in waste, release and emission costs, increased yields and revenue by 15%; reduced fines by $51K.

· Led all site efforts for SSHE auditing and management systems, Operational Excellence.  Led Site and Global QSHELT for ACC and Lyondell, hosted two Global QSSHE Manager Meetings, liaison to OSHA, EPA, DOT, FDA.

Global Environmental Issue Manager, Newtown Square, PA                                         (1995-1996)

Coordinated global efforts to ensure full compliance with all regulatory and internal performance standards for waste water, stormwater, safe drinking water, and wetlands protection. Developed, implemented, recommended worldwide corporate performance standards for wastewater compliance. Served as liaison to European and Asian Facilities on environmental waste management issues and Lean projects. Served as liaison to Worldwide Logistics Organization on environmental issues.  Provided support and consultation for 14 facilities worldwide; led Env. permitting efforts
· Developed an internal audit program that was distributed and implemented worldwide; improved compliance levels to 99%; reduced incidents and operating costs by $98K globally, achieved 100% training compliance.

· Obtained the Netherlands' first (Europe’s third) EMAS certification for ACC’s Rotterdam facility.

· Solved logistical waste disposal problem in Brazil that threatened to halt operations; saved $215K.

· Implemented ISO 14001, EMAS, and ACC’s Environmental Compliance Management Standards, supported all Business Teams; implemented Waste Reduction, Recycle, and Pollution prevention projects that saved $300K.

· Transferred Good/Best Practices between ISO 9001 and ISO 14001 systems, saved $98K due to improvements in compliance, reductions in nonconformances, customer complaints; implemented QEH&S Management Process. 

Global Manufacturing Auditor –Manufacturing Excellence/Quality Standards, Newtown Square, PA (93-95)

Led interdisciplinary teams conducting company/third party compliance audits, including Plants, Key Suppliers, Terminals, Transporters, Tollers, and Waste Sites in the US, Europe, and Asia. Participated in a Change Leadership Process to implement management systems and achieve Manufacturing Excellence in 14 facilities in the US, Europe, and Asia. Primary auditing responsibility included Quality, Operations, Purchasing, EH&S, Training, Supply Chain Management, Logistics and Materials Management, GMP, GLP, Engineering, Maintenance for 11 company plants, 4 R&D labs, and 220 third party facilities. Managed Global Waste Site Audit Program (110 waste sites)/ Global Terminal Audit Program (60).

· Obtained Manufacturing Excellence in 14 facilities in the US, Europe, and Asia which resulted in   

    the following global achievements:  30% annual cost improvement; 15% improvement in reliability;

    75% reduction in incidents, spills and releases; 20% increase in Right-The-First Time Production; 

    80% reduction in TRIR (injuries); improved communication; sharing of best practices; installation of 

    management systems, maintained 100% ISO 9001 certification, environmental compliance at company sites.

· Completed global USP, ISO, GMP, quality audits of company and supplier sites that saved over $1 million annually.

· Implemented systems to obtain full compliance with company standards, QEHS, GMP, GLP, environmental permits. 

Rohm and Haas ($10.2 billion Specialty Chemical Company) 
1985-1993
Technical Services/QEHS Manager - Bristol Plant Polymers Manufacturing, Bristol, PA  (4/91-6/93)

· Simultaneously managed three departments with a combined budget in excess of $10 million (Process Engineering Department and Engineering Laboratory; Environmental; and Quality Control Laboratory) for Polymers, Resins, Monomers Plant; achieved QEHS, GMP, GLP Goals, managed an organization of 101 people; achieved R&D goals.
· Increased QC lab efficiency by 36% while reducing training time by 52%, eliminated supplier issues, led Prod. Devel.

· Developed an offgrade reduction program that saved $2.6 million in disposal costs, increased $1.8 million in revenues; obtained ISO 9001 certification and training compliance, implemented Lean Manufacturing, GMP, GLP, APQP.

· Directed sampling training program for operators that reduced costs by 41%; implemented 15 Env. permits

Plant Environmental Manager, Philadelphia, PA (1/90-4/91)

· Simultaneously managed environmental laboratory, wastewater treatment plant, solid waste processing plant, and the environmental department with a combined operating and capital budget in excess of $30 million; implemented certification, education programs and QC/SPC with Waste Processing Operations (55 people).

· Negotiated four major operating permits with EPA, Pennsylvania DER, Philadelphia Air Management, and Philadelphia Water Department, saved $3.5 million in operating costs; implemented EH&S management systems.

Plant Manager/Quality/EH&S/ Supply Chain Manager, Ambersorb Products, Philadelphia, PA (12/88-1/90)

· Selected, designed, and implemented a Self-Directed Work Team of operators using Socio-Technical Systems Design, 5S, and Lean Manufacturing; saved $250K annually in operating costs; P&L accountable for $40 million complex, 
· Designed and implemented a drum loading facility which saved $120,000/year, implemented training and compliance systems, led strategic effort for business unit, Six Sigma Projects, turned around under performing business segment.
Operations Mgr./QEHS Engineer, Ion Exchange Products, Philadelphia, PA (11/87-12/88)

· Completed $2 million new product introduction and optimization, scale-up design, 5S, process start-up, Six Sigma.

· Hosted groundbreaking for $15 million site expansion, obtained/maintained Quality / EH&S compliance, R&D goals.

Process Development/QEHS Engineer, Semiworks Plant, Philadelphia, PA (2/86-11/87)

· Reduced MCB wastewater emissions from 100 lbs./day to 1 lb./day, saved $2 million. (Six Sigma Project)  
· Designed and implemented a tote loading facility that saved $250,000/year, led Product Development, Tech. Assist.

· Led 10 production plant start-ups, participated in 5 plant start-ups; drove $21 million revenue increase, R&D goals.

Technical Services/QEHS Engineer, Surfactants Plant, Philadelphia, PA (9/85-2/86)

· Led Product Development, solving process, storage, handling problems; led to $1.8 million revenue increase, implemented QEHS site audit programs, completed 20 environmental permits, MoCs, wrote Operating Instructions.

· Utilized SQC and SPC techniques to improve first-time QC approval from 70% to 98%. (Six Sigma, Kaizen, PPAP).
Education
BS, Chemistry Engineering, Pennsylvania State University

Business Administration Diploma, Wharton Management Program, Wharton School of Business

EIT, Engineering License, working on courses for Masters of Quality Assurance/Regulatory Affairs at Temple University
Professional Development
Numerous leadership programs, conferences, and training programs including: Multi-Cultural and Global Perspectives;
Alumnus of Leadership Charleston, Charleston Regional Chamber of Commerce, 1997; 

The Disney Keys to Excellence – World-Class Leadership, Management, & Service, Disney Institute, 2000; 

Manufacturing Management Program, (ACC); Harvard Negotiation Project; Manufacturing Leadership Program,(Bayer) 
Project Management Institute, Katz Business School, University of Pittsburgh 2001 – working on PMP Certification
Over 72 weeks of specialized training in Quality; EHS; ISO 13485, 9001, 14971; 21 CFR 820, 210-211; GMP, GCP, GLP

5-day BSI course and passed the examination for:  ISO 9001:2008 Lead Auditor with Emphasis on ISO 13485:2003
Certifications
ASQ CQA (Certified Quality Auditor), ASQ CQM/OE (Certified Manager of Quality and Organizational Excellence), Provisional Lead Auditor certification (RABQSA), REM, CEA, CEM, CES, CEI, Six Sigma Black Belt, Lead ISO 13485/9001 Auditor/Expert, EH&S certifications; working on following certifications:  ASQ CQE (Certified Quality Engineer), Healthcare Compliance, ASP, CSP (Certified Safety Engineer)
Technical Skills
Databases, Trackwise QMS, Plateau Learning Management System (LMS), MS SharePoint, Visio, and Project, Microsoft Certified Office Specialist for MS Office Products: MS Word, Excel, and PowerPoint; Root Cause Analysis (Apollo), HAZOP, QEHS Review, Management of Change (MoC), FMEA, Functional Review, Gap Analysis, Process Auditing, SQC/SPC, Management Review, Training, Tutoring, HAZOPs, Project Management, New Product Implementation, Process Development, Core Values.
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