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SUMMARY
Creative and responsible professional with extensive worldwide VP/Director level experience. Expertise in quality assurance and management and medical device regulatory affairs. Other areas of proficiency include all FDA regulations, ISO 9000/13485 international quality standards, sterilization, product safety and liability, SEI Capability Maturity Model, and client satisfaction. Expertise in a wide range of products, including IVD, biologics, pharmaceuticals, software, instrumentation, electronics and disposables. Effectively implemented and maintained compliance with regulations and standards through training and awareness initiatives. Utilized team building programs and strong working relations with the FDA and standards and industry associations.

SKILLS & SPECIAL QUALIFICATIONS

· Twenty five years of Medical Device, Pharmaceutical and Biologics Quality and Regulatory experience, including twenty years at the Director/Vice President level and over five years in consulting.

· Experienced in start-ups and re-engineering quality systems.

· Fifteen years experience in medical software and information systems, including GxP software, process control systems and software products regulated by the FDA. Expertise in all phases of the software development life-cycle, design controls, hazard analysis, validation, installation, support and PMAA/510(k) submissions.

· Extensive, broad knowledge of US FDA quality & regulatory body regulations.

 ACCOMPLISHMENTS
· Established or re-engineered Good Manufacturing Practices/Quality Systems Regulations programs at several medical device manufacturers, with no major compliance deviations found on subsequent inspections.

· Reversed serious FDA compliance problems and avoided potential legal sanctions for multi-facility international manufacturer of sterile disposables and reusable items. 

· Reduced the number of software product safety defects delivered to clients by 75% in one year through implementing proactive safety awareness, design hazard analysis and process improvement programs.

· Achieved 50% reduction in healthcare informatics software development cycle time while reducing delivered defects by 30% through implementation of SEI CMM. Improved SEI CMM indicators from level 1 to level 3 in a two year time frame.

· Increased client satisfaction levels in all categories by over 25% over a two year period through implementation of Motorola quality initiatives.

· Significantly reduced costs and cycle time while improving quality of both ethylene oxide and radiation sterilization processes through cycle and process re-engineering and packaging improvements.

WORK EXPERIENCE: 

QMR – Quality Management Resources.  AZ
2000 – Present
President
R.A.Q.A. Associates. NY
Senior Consultant
Independent healthcare consulting services, including:

· Conduct Audits and Implement Corrective and Preventive Actions

· Conduct Risk Assessments

· Clinical Trial Design, Implementation and Monitoring

· Review and Trend Complaints, Adverse Events, Recalls and MDRs

· Prepare Responses to FDA 483s and Warning Letters

· Review Electronic Records & Signatures

· Implement Document and Change Controls

· Implement Design Controls, Hazard Analysis, Risk Management and Human Factors Engineering

· Manage ISO Registration including Registrar Selection

· Develop or Re-engineer Quality Management Systems, Standard Operating Procedures and Quality Manual

· Act as Management Representative

· Prepare Submissions - 510(k), PMAA, CE Mark, Canadian

· Develop Software Development Lifecycle and Quality Programs

· Conduct Process Mapping

· Implement Purchasing and Supplier Controls

· Conduct Supplier Audits

· Conduct Training and Team Building

· Prepare Facility Registrations and Device Listings

· Prepare Annual Reports

Clients include:

Sensys Medical, Chandler, AZ – Acted as Director of QA and management representative for pre-production designer of non-invasive glucose measurement instrumentation.  Prepared PMA submission, ISO and MDD/CE requirements.  Re-engineered quality system.  Headed human factors engineering and design risk management.

Sage Products, Cary, IL – Developed and implemented various procedures, assessments and protocols related to process and software validations.

Akorn Pharmaceuticals, Decatur, IL – Re-engineered validation processes and serviced as Acting Director of Validation for medium sized pharmaceutical manufacturer.  Responsibilities included personnel/project management, SOPs, Validation Master Plans, Validation Protocols (development, execution and reports) for products, processes, facilities, equipment, instrumentation, test methods, laboratory, lyophilization, packaging, sterilization and contractors.

Wyeth Pharmaceuticals, Rouses Point, NY – Developed and executed assessments, SOPs, validation plans, protocols and reports for an environmental monitoring information system including 21CFR11 requirements.  Performed annual product evaluations, including evaluations of manufacturing and laboratory investigation reports.  Conducted equipment/process equivalency studies. Performing various manufacturing equipment qualifications and validations.

Gen-Probe, San Diego, CA – Developed SOPs, MVPs, protocols and executing validations for information systems and computer controlled automated equipment, systems, utilities and processes for biologic and blood diagnostic products.  Validation requirements include 21CFR11.

Uni-Lever / Kleen Test Products, Port Washington, WI – Developed operating SOPs, and developed and executes validation protocols for PLC controlled automated equipment and processes and for building/equipment cleaning and sanitation for OTC pharmaceuticals.

Abbott Laboratories, North Chicago, IL – Software, information system, process, equipment and electronic data/signature validations, including IQ, OQ and PQ, for diagnostic products.  

Amicas, Inc. and Wyndgate Technologies, Inc. - Assessments and white papers regarding compliance to HIPAA and electronic data/signature regulations.
MEDIWARE INFORMATION SYSTEMS, Melville, NY
1999 - 2000
Director Regulatory Affairs and Quality Assurance
Directed the quality, regulatory, product validation, and product safety initiatives for a developer of blood bank, pharmacy and operating room information systems.    Implemented automated software testing significantly reducing cycle time and providing a new product and service for sale to clients.  'Harmonized' the quality systems of three 'merged' product centers.  Implemented QSIT, electronic data/signature and HIPAA regulations.
WYNDGATE TECHNOLOGIES DIVISION, El Dorado Hills, CA 
1998 - 1999

Director Quality Assurance and Regulatory Affairs

Directed the quality, regulatory and product safety initiatives for a developer of blood bank information systems.  Re-engineered entire quality management and product safety/liability mechanisms.   Coordinated ongoing 510(k) submissions and all FDA interactions.  Prepared for ISO 9001 certification and 21CFR11 compliance.
MOTOROLA EMTEK HEALTHCARE DIVISION, Tempe, AZ
1993 - 1998

Assistant Vice President Quality Assurance and Regulatory Affairs 

Directed the design and implementation of the quality, regulatory, product safety and client satisfaction initiatives for a developer of clinical information systems.  Quality programs included the SEI CMM, Six Sigma quality, process mapping cycle time reduction, and Motorola Quality System Review, which has been ISO 9001 certified.  Worldwide client base including in Europe, Japan and Australia.  Member Motorola Corporate Product Safety Council.
SUNQUEST INFORMATION SYSTEMS, Tucson, AZ
1991 - 1993

Director Quality Assurance and Regulatory Affairs
Directed the implementation of the quality, regulatory, and product safety initiatives for a developer of blood bank and laboratory information systems.  Proactive product safety and GMP initiatives led to much less FDA compliance action than any competitors saw in newly regulated industry.

WHITE KNIGHT HEALTH CARE,  Asheville, NC
1988 - 1991

Director Quality Assurance and Regulatory Affairs

Re-engineered entire quality management system for manufacturer of sterile disposables.  Re-instituted management's commitment to quality and safety.  Managed approximately twenty 510(k) submissions.  Managed 45 individuals including in Maquiladora.
JOHNSON & JOHNSON STERILE DESIGN DIVISION, Clearwater, FL
1981 - 1988
Vice President Quality Assurance and Regulatory Affairs
(1983 - 1988)
Directed quality, regulatory, safety, sterilization and laboratory functions for custom sterile procedure pack manufacturer.  Pioneered implementation of 1978 FDA Medical Device Amendments.  In 12 inspections at three facilities, company received no FDA Form 483 during this time frame.  Managed major sterilization upgrade project, approximately fifteen 510(k) submission and department of 75 individuals.
General Manager
(1981 - 1983)
Overall responsibility for manufacturing division, including sterilization and distribution.

ZENITH ELECTRONICS, Chicago, IL and McAllen, TX
1976 – 1981

Purchasing positions beginning as Expeditor and ending as Manager.


TRAINING:
FDA, Johnson & Johnson, Motorola, Trade Associations - Ongoing seminars on FDA regulations, QSR, QSIT, GxP, HIPAA, risk management, document and change control management, international standards, product safety/liability, software process (SEI, IEEE), quality management, Six Sigma, process mapping, electronic data/signatures (21CFR11), team building, leadership and sterilization.

PROFESSIONAL AFFILIATIONS:
AAMI, ASQA, RAPS, AABB, AdvaMed, CHIMS, HIMMS, WEDI, Center for Software Excellence (Director 1992-95), Florida Medical Device Association (Director 1984-85), Arizona Quality Alliance, Arizona Software Association, Arizona Bioindustry Association.
AWARDS AND HONORS:
Special Commissioner’s Citation – FDA – 1997

Leadership Award – Center for Software Excellence - 1994
EDUCATION:
B.A. in Economics, Northwestern University - 1974

Certified ISO 9000 Lead Auditor - 1995

AAMI Certificate of Achievement - GMP Requirements and Industry Practice – 1997

AAMI Certificate of Achievement – Design Control Requirements and Industry Practice – 2006
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