WF Jackson Page 4 of 4



WILLIAM F. JACKSON
PROFESSIONAL EXPERIENCE
1991 – Present
Industry Medical Device Consultant and 
Associate Consultant, R.A.Q.A. Associates, Inc.

Bill Jackson provides mentoring services to the medical device industry. He is available to consult with device companies who require an expertise in the following areas: Investigational Device Exemptions; Pre-Market Approval Applications; Clinical Studies; Pre-Clinical Studies; Premarket Notifications [510(k)s]; Establishment Registrations; Listings; Good Manufacturing Practice; Gap Analysis for ISO; MDR/ Complaint Systems; International Submissions; Medical Devices Directive Gap Analysis; Technical Files; Essential Requirements; International Regulatory Plans; International Clinical Studies; IEC 601.1 Gap Analysis; and Active Implantable Medical Devices Directive Gap Analysis, Clinical Trial Directive and/or Blood Directive.

Mr. Jackson also has an extensive database covering domestic and international regulations.

1988 – 1991
St. Jude Medical, Inc.; St. Paul, MN

Medical Device Manufacturer

REGULATORY AFFAIRS MANAGER

Managed the regulatory requirements for all domestic and international submissions. Administered and managed/interpreted the MDR/Complaint system.Monitored, directed and trained a staff in the preparation of all registrations, IDEs, PMAs, 510(k)s, 801(e)s, supplements and annual reports. Functioned as the responsible regulatory person for the International Division. Reviewed and edited all submissions for the Cardiac Assist Division. Prepared and maintained listings of St. Jude Medical products and establishment registrations.

INTERNATIONAL REGULATORY AFFAIRS MANAGER

Coordinated the regulatory requirements and necessary data for submissions to 50+ foreign governments. Organized scientific data into reports to be submitted to various foreign regulatory agencies in support of device approvals or pre-market notifications. Established and maintained contacts in key (22) foreign countries to understand the evolving regulatory requirements. Monitored the training of personnel and collection of data in foreign locations which supported the safety and effectiveness of SJM cardio​vascular products. Directed a staff in the preparation of registration forms and the integration of manufacturing processes, QC procedures, etc., into product submissions. Established and monitored adherence to the standardization and pharmacopoeia requirements as part of import and homologation statutes. Liaison between SJM and national/international trade associations.
1987 – 1988
Genetic Laboratories, Inc.; St. Paul, MN

Medical Device Manufacturer

DIRECTOR OF CLINICAL AND REGULATORY AFFAIRS

Designed and implemented study protocols. Managed and developed regulatory and clinical budget. Directed the Clinical Research Manager in her monitor functions. Monitored marketing studies. Assured regulatory approval outside of the United States. Submitted IDEs, 510(k)s and PMAs in the United States. Administered and interpreted the MDR regulation.
1984 – 1987
Neuromed, Inc.; Fort Lauderdale, FL

Medical Device Manufacturer

CLINICAL AFFAIRS MANAGER

Prepared and developed all IDE, 510(k), PMA and FDA submissions and all other duties which might be required to obtain government approvals for corporate products. Directed and performed monitor function for all clinical studies of the corporation. Assumed role of corporate FDA liaison. Worked closely with compliance person on regulatory matters. Performed comprehensive review of Neuromed IDE study and PMA submission relating to motor disorders. Prepared international submissions for distributors to submit to their applicable authorities.

1982 – 1984
University of Minnesota, Moorhead, MN

University

GRADUATE STUDENT

Graduate and undergraduate student in business administration, accounting, economics, finance, management, marketing, organizational behavior, and statistics.

Successfully completed a part-time MBA program in one year.

1980 – 1982
Intermedics, Inc.; Freeport, TX

Medical Device Manufacturer

CLINICAL PROGRAM MANAGER

Monitored new and ongoing clinical programs according to FDA requirements, IDEs, 510(k)s and PMAs. Participated in beginning, intermediate and advanced training courses as an instructor. In-service to nurses and physicians concerning different pacing modalities. Consulting trips to operating rooms to assist sales persons with troubled accounts or new accounts. Corresponded with customers, nurses, and physicians dealing with their concerns. Wrote protocols for programs under clinical evaluation and compiled accurate records.

Prior Positions on Request…
EDUCATIONAL BACKGROUND
· MBA Degree, June 1984                                                                                                         University of Minnesota; Moorhead, MN

· University of Moscow, U.S.S.R.
Non-degree program arranged through Concordia College, Moorhead, Minnesota, and the World Council of Churches.

· BA Degree, May 1974
Concordia College; Moorhead, MN
Major – Zoology
Minor – Chemistry and Psychology
Grade Point Composite: 3.1

TECHNICAL COMMITTEES
Health Industry Manufacturers’ Associates 
(International Working Group, Heart Valve Task Force

International Association of Prosthetic Manufacturers 
(Technical/Legal Committee, Heart Valve Group, Clinical Trial Committee)

Medical Alley
(International Development Committee, Regulatory Committee)

University of St. Thomas                                                                                                                                           (Guest Lecturer Regulatory Affairs)

AFFILIATIONS
Society of Clinical Trials

Association of MBA Executives

Regulatory Affairs Professional Society

Food, Drug and Law Institute

Association for the Advancement of Medical Instrumentation

American Management Association

Regulatory Affairs Professionals Society International Division

British Institute of Regulatory Affairs

Medical Alley

European Society of Regulatory Affairs

National Eagle Scout Association

FDA Expert for TelTech™

International Regulatory Expert for TelTech™

Berlin Certification
INTERNATIONAL REGULATORY EXPERIENCE
SYMBOL 183 \f "Symbol" \s 11 \h
400+ International Submissions
SYMBOL 183 \f "Symbol" \s 11 \h
Twenty 801(e) Letters from foreign governments (one day to three weeks)

SYMBOL 183 \f "Symbol" \s 11 \h
127+ trips to Europe for face-to-face meetings with Ministry of Health Officials in European Community (EC) and European Free Trade Association (EFTA) countries

SYMBOL 183 \f "Symbol" \s 11 \h
18 trips to Canada for meetings with Health Protection Branch

· Five trips to Japan and Australia for meetings with Ministry of Health and Welfare (MHW) and Therapeutic Goods Administration (TGA)

SYMBOL 183 \f "Symbol" \s 11 \h
Registered International Regulatory Affairs Expert for TELTECH™

SYMBOL 183 \f "Symbol" \s 11 \h
Multiple presentations on International Regulatory Affairs (Europe, Asia, Australia, Africa, South America, Canada)

SYMBOL 183 \f "Symbol" \s 11 \h
Assisted in writing the Active Implantable Medical Devices Directorate (AIMD) and Medical Devices Directorate (MDD)

· MDD Gap Analysis
· Contacts within all major test houses (TÜV, BSI, TNÖ, GLEM, KEMA, Berlin Cert., etc.)

· International Regulatory “Plans” for 50 small medical device companies

· Expert on CE Marking and Directives (AIMD and MDD)

· Contacts within regulatory agencies (Europe, Asia, Africa, Australia, South America, Canada)

· 30 International Clinical Studies (established, monitored, retrospective, prospective)

· Good Manufacturing Practice (GMP) and Quality System Regulation (QSR) audits, training and procedures

· Good Laboratory Practice (GLP) audits, training, and procedures
· IEC 601.1 Evaluation
· Acting International Director of RA/QA and Clinical

· U.S. Designated Agent for foreign manufacturers (MDR reports, annual certifications, official correspondent, registration information, device listing, and premarket notifications)
·  U.S. Agent for Clinicals conducted in the U.S. by a Foreign Entity

· Reimbursement strategies for Europe and U.S.      
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