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WILLIAM E. HALL
SKILLS/SPECIAL QUALIFICATIONS:
Over twenty years of accumulated experience pertaining to the development, manufacturing and servicing of medical devices and to the establishment and monitoring of drug and device quality systems.  This is supported by earlier diversified experience in manufacturing engineering, development engineering and field service technical support.

WORK EXPERIENCE: 

1999 - Present
Senior Consultant R.A.Q.A. Associates, Inc. and Principal Consultant Quality Imperatives, Newark, DE
Provide FDA consulting to the Pharmaceutical and Medical Device Industries in all compliance related areas.  Significant experience in QSR systems development and validation.
2005

Quintiles Consulting, Rockville, MD 

Senior Quality Systems Associate

Continued working with the device manufacturer (under a Warning Letter) in assessing the adequacy of their change control records and developing design and physical test method validations.

2004

Quintiles Consulting, Rockville, MD 

Senior Quality Systems Associate

Working with a device manufacturer (under a Warning Letter) to assess the adequacy of the Design History Files for a family of combination (device & drug) products, and assess and assist in the remediation of unresolved Corrective and Preventive Action (CAPA) files.

2003

One year sabbatical

2002



QRC Associates, Annapolis, MD
Quality System Consultant

Working with a pharmaceutical manufacturer (under a Warning Letter) to establish a quality system compliant with the requirements included in the Compliance Program Guidance Manual for FDA Staff: Drug Manufacturing Inspections.  This included performing an in-depth audit of the client’s material control, complaint and corrective action systems and later assisting in the correction of identified deficiencies.

2000 –2001


Quintiles Consulting, Rockville, MD 
Quality System Advisor

Working with a major In-Vitro Device manufacturer (under a Consent Decree) to:

· Establish and monitor the performance of product and process risk analysis methods.

· Evaluate the resulting remediation activities.
1999 – 2000


Creative Technology Systems, Newark, DE

Consultant

Working with the President and his staff in the following activities.

· Developed and implemented an ISO 9000 and QSR compliant       quality system for a contract manufacturer of medical devices.

· Designed and implemented the electronics and associated     software for XTRX, a device for the pre-purification of High Pressure Liquid Chromatography (HPLC) samples.

1996 – 1999
Sterling Diagnostic Imaging, Glasgow, DE



Quality Engineer
Sterling purchased the X-ray diagnostic equipment business from DuPont in 1996 and continued normal production and development activities until a merger with Agfa in 1999.  Sterling Diagnostic Imaging employed 2000 people worldwide with $500 million in annual sales.

Working with senior management in the development and maintenance of an FDA registered and 

ISO-13485 certified quality system.

· Established and implemented processes for the CE marking of medical devices that resulted in opening the European Union market for 6 major products.

· Managed and launched the Quality Module of the SAP (System, Applications, and Product in Data Processing) software system for the Glasgow, DE site.  SAP, a state of the art Enterprise Resource Planning system, replaced a non-Y2K compliant MRP (Manufacturing Resource Planning) system.

1993 – 1996
E. I. DuPont Medical Products, Equipment Division, Glasgow, DE
Quality Specialist

Working with senior management in the development and maintenance of an FDA registered and 

ISO-9001 registered quality system.

· Consolidated two separately registered ISO 9002 registered manufacturing organizations into one streamlined organization with one registration.

· Developed and implemented processes that resulted in the upgrading of the above quality system to ISO 9001.

· Managed the internal audit process, including evaluation of the adequacy of responses and resulting corrective actions.

1984 – 1993
E. I. DuPont Medical Products, Regulatory Affairs & Quality Assurance, Wilmington, DE
Quality Specialist

Monitoring and directing the quality activities of 5 manufacturing and warehouse sites.  This included:

· Auditing to ensure that the sites complied with the Federal Good Manufacturing Practices (now QSR) regulation pertaining to the manufacture of medical devices

· Managing corrective and preventive activities pertaining to In-Vitro Devices and their associated manufacturing and servicing processes

· Proposing, as a member of the Health Industries Manufacturing Association (HIMA) Software Task Force, guidelines to be established by the FDA for the validation of software included in medical devices.

1979 – 1984
E. I. DuPont Instrument Products Division, Glasgow, DE
Manufacturing Engineer

Developing and implementing production methods and managing cost control of industrial monitoring and measurement equipment, including helium sensitive leak detectors and moisture analyzers. 

· Repackaged the leak detector, which allowed it to be shipped completely assembled.  This eliminated the requirement for an on-site installation by a service engineer which resulted in a savings of $500 per instrument shipped.

1973 - 1979
E. I. DuPont Instrument Products Division, Wilmington, DE
Senior Technical Specialist

Providing training and consultation, including on-site assistance as necessary, for engineers servicing laboratory and industrial instrumentation including mass spectrometers, emission spectrometers and leak detectors.

· Developed operation and maintenance training programs and performed training for customers and service engineers.

· Successfully completed a one year temporary assignment at the Monrovia, CA site as a Design Engineer responsible for the design of a programmable accelerator voltage supply for a computer controlled mass spectrometer.  This assignment resulted in the production of a state-of-the-art module designed for performance, reliability and serviceability.

TRAINING:
1985 GMP Auditor training (Stat-A-Matrix)


Edison, NJ

1990 Lead assessor training (Batalas Hadley-Walker)


Romsley, Hants, U. K.

Various University, ASQ and FDA sponsored seminars and short courses

PROFESSIONAL AFFILIATIONS:


American Society for Quality (Retired)

EDUCATION:
1958 Diploma, Electronic Engineering Technology

Tennessee Institute of Electronics, Knoxville, TN

CERTIFICATIONS: ASQ Certified Quality Engineer 

Certified Lead Assessor – ISO 9001

