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| FDA ISPE
Biographies for 2003 Japan Conference

Carl Fearn is Sales Director, Global Services for IMS Health. For the last nine years he has been involved with
pharmaceutical and active ingredients markets. He joined the Global Services Group of IMS Health in 1995 as the marketing
manager of Chemical Division. He also was head of the Chemical Division, head of the Business Development Group, and
general manager Japanese Sales Group of Global Services. His early career was with the Japanese Trading House, Mitsui
& Co. Ltd. as a trader in petrochemicals and organic chemicals. This was followed by a move to MTM pilc, the UK fine
chemicals company. He was based in the Hong Kong and USA during most of his seven years with MTM. On leaving MTM
he was the European Commercial Manager for MTM Pharmachemicals division. Fearn is a regular speaker for IMS HEALTH

at industry conferences around the world. He holds an honours degree in Chemistry from UCL of the University of London.

Jan E. C. Gustafsson, PhD is senior principal scientist, Quality Support, Novo Nordisk A/S headquarters, Denmark. He has
over 30 years experience in management positions (24 years in the pharmaceutical industry and 7 years in clinical
chemistry; has worked in 3 countries, Sweden, Germany and Denmark). He has experience of working within executive
management groups as vice president of 4 companies during 15 years. Throughout the years, biopharma and validation
have been important parts of his work. He was active in the core group for the ISPE Baseline Guide on Commissioning and
Qualification, and is part of the revision group for ISPE Bulk Guide. He is one in the dual leadership of ISPE baseline guide
Biopharmaceutical manufacturing and is member of the core group, and chairman of the European team. He is also
member of ISPE Technical Documents Steering Committee, is member of the Academic Committee for the course
“Industrial Validation Science” in University of Brighton, UK, and is a member of several national and international

organizations. During the years, he has made numerous presentations on different subjects internationally.

Ashley Hankinson graduated with joint honours in analytical chemistry and toxicology before undertaking postgraduate
research in psychopharmacology. Subsequent to his academic studies, he held both scientific and management positions
within several multi-national pharmaceutical companies, both in North America and in Europe, prior to becoming head of
scientific consultancy for a large consultancy organization. As part of this position Hankinson was responsible for
operations both in Europe, the United States and South East Asia. After seven years, he recently joined the merged
Janssen Research Foundation and R.W.Johnson Pharmaceutical Research Institute, a Johnson & Johnson Company, as
their Global Director of Quality and Compliance Management. Hankinson’s technical expertise is within regulatory
compliance and in particular validation. He is a compliance specialist, both in GLP and CGMP environments and in
particular within the areas of cleaning/decontamination and process validation. Hankinson is an active member of ISPE,
PDA, Nordic R3, European GAMP Suppliers Forum and a lead member of the GAMP Americas Laboratory Special Interests
Group. He regularly presents at international meetings for these organizations.

John Hannon is the Computer Area Business Leader for Commissioning Agents, Inc., providing software development and
validation services. He has a special expertise in process automation and shop floor control, including PLCs, SCADA,
Distributed Control Systems, and the integration of these systems into Enterprise computing systems. He graduated from
Georgia Tech in 1990 with a Bachelor of Science in Electrical Engineering, and has since led a computer validation

workshop with the ISPE Great Lakes chapter and published a Pharmaceutical Technology article on cost effective methods
of computer validation through design. His experience includes process development and production management for
Proctor and Gamble, system development for Shionogi Qualicaps (in their association with Eli Lilly and Co.) and system
development and validation in his current role for pharmaceutical customers, such as Alcon, Baxter, Eli Lilly, Glaxo-Wellcome,

Merck, Monsanto, Novartis, Parke-Davis, PPG, and Sanofi. He resides in Greensboro, North Carolina.
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Jack Lysfjord is Vice President, Consulting, Valicare Division, Bosch Packaging Technology. Since 1981, Jack has held a
variety of management positions with Bosch (formerly TL Systems Corporation). Prior to Bosch, Lysfjord’s experience was
with Dahlberg, Litton, Medtronic, and Onan. Lysfjord is a past member of the ISPE International Board of Directors,
recipient of the Richard B. Purdy Distinguished Achievement Award in 2001, past Member of the Year in 1994, past
Chairman of the Vendor Committee, and past Chairman of the Marketing Advisory Council (MAC). In addition, he holds
memberships in the Parenteral Drug Association (PDA), the American Glove Box Society (AGS), and the Society of
Automotive Engineers (SAE). He is a frequent speaker and course leader in the US, Europe, and Asia and has been
author and co-author for numerous technical papers and articles. Lysfjord holds a BS in mechanical/industrial engineering
from the University of Minnesota and a MBA from the University of St. Thomas.

Sid (Kip) Priesmeyer has been employed as an FDA Investigator since 1972 and worked as a Drug Specialist in the
Kansas City District/St. Louis office until joining Team Biologics in March, 1998. His current inspectional activities focus on
inspecting foreign and domestic manufacturers of biopharmaceuticals, vaccines and plasma fractionators. Priesmeyer is
actively involved as a member of several professional interest groups, including ISPE’s Biotech Baseline Guide, for which he
is currently serving as FDA's liaison.

David W. Selby, BSc, PhD, Managing Partner at Selby Hope International, has spent his entire career in the pharmaceutical
industry, mostly in roles requiring knowledge of GMP and the regulatory environment. After several years in research and
development at Glaxo, he gained knowledge in international GMP compliance auditing and became responsible for the
manufacture of tablets and antibiotics at the Glaxo site in Durham. Subsequently, he occupied the role of site quality
assurance manager there and was then promoted to site manager. Selby is a founding member and chairman of the GAMP
Forum and has been involved in the organization of many ISPE courses as well as a frequent speaker at events worldwide.
In addition, Selby has been a member of the ISPE International Board of Directors since 1996 and a member of the
European Education Committee.
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