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GMP COMPLIANCE/ FDA UPDATE AND RECENT ICH ACCOMPLISHMENTS FDA GMP ICH
Charles P. Hoiberg PhD (Director, FDA/CDER)

FDA ICH

This presentation will provide information on the latest developments in the FDA, as well as discuss recent ICH accomplishments and the impact on
harmonization. The new quality system approach to inspectionswill also be discussed along with the increase in overseas inspections.

THEPHARMACEUTICAL MARKET - A GLOBAL PERSPECTIVE
.Carl J. Fearn (Sales Director, IMS Health)

IMS 5

This presentation, utilizing in-depth IMS data and insight, will provide areview of recent market trends around the world with an analysis of leading corporations,
markets and products.  Sales forecasts for the next five years provided by major markets and by leading therapy areas will be covered.  Also included will be a
review of recent developments of pharmaceutical R& D pipelines with an emphasis on potential blockbuster drugs close to launch.



TECHNOLOGY TRANSFER - Discovery to Market FDA
Joseph X. Phillips | SPE Vice President, Quintiles Consulting

FDA

This presentation describes the overall concepts involved in the planning and documenting of good development data that becomes the basis for a soud
technology transfer program. Advanced planning and documentation is necessary for successful validation of the process for full-scale batches. The
presentation will describe FDA's expectation that the development, technology transfer and validation be based on good science and that a scientific link mustbe
established between the original product developed and the product to be marketed.

21CFR PART 11 (GAMP) FDA

Tony Margetts, International Project Manager AstraZeneca
ISPE 21CFR Part 11
ISPE PDA 2 ISPE GAMP4

Guide
Good Automated M anufacturing Practice (GAM P) guidance

This presentation describes the |SPE publication on 21 CFR Part 11. Thisis the second volume in a series on compliance and good practice for electronic
records and signatures published jointly by |SPE and PDA.

T he presentation also discusses the | SPE publication GAMP 4 Guide to the Validation of Automated Systems Good Automated Manufacturing Practice
(GAMP) guidance aims to achieve validated and compliant automated systems meeting all current healthcare regulaory expectations The nev GAMPGLideis
asignificant advance on previous versionsand has been widened to include biotechnology and medical devices. Aspects of the Guide will be introduced.

MANUFACTURING PERFORMANCE
Richard Davis Bristol Myers Squibb

In today’s industry qudity is a competitive advantage. This presentation will discuss the role of the quality organization and its vaue to the
business. Techniques will be described to assure that quality is built into the product.
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Ashley Hankinson (Global Head, Quality & Compliance Management, Johnson & Johnson Phar maceutical)

FDA | SPE

Richard J. Davis was most recently with Bristol-Myers Squibb as a Consultant.  Prior to this he was Senior Vice
President for %_uallty and Compliance a DuPont Pharmaceuticals. For thirty-three years, Davis was aso regional
food and drug director for the FDA.

Carl Fearn, is Sales Director, Globa 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 Hedth in 1995 as the
marketing manager of Chemica Divison. . He adso was head of the Chemica Divison, head of the Business
Development Group, and General Mana%er Japanese Sales Group, of Global Services. His early career was with the
Japanese Trading House, Mitsui & Co. Ltd., as a trader in Eletrochemlcas_ and organic chemicas. This was followed
by amoveto MTM plc, the UK fine chemicals company. _He was based in the Hong Kong and USA during most of
his seven yearswith MTM. On leaving MTM he was the European Commercial Manager for MTM Pharmachemicals
divison. " Fearn is a regular speaker for IMS HEALTH at industry conferences around the world. He holds an
honours degree in Chemi&try from UCL of the University of London.

Ashley Hankinson graduated with joint honours in analytical chem_istg/ and toxicologé/ before undertakin
postgraduate research m_PsychopharmacoI_ogy._ Subsequent to’his academic studies, Ashley held both scientific an
manatqement positions within several multi-national pharmaceutical companies, both in North America and.in Europe,
prior {0 becomi ng head of scientific consultancy for a laerge consultancy organization. As Part of this position Ashley
was r nsible for_operations both in Europe, the United States and South East Asia. After seven years, he recentl
joined the merged Janssen Research Foundation and R. W. Johnson Pharmaceutical Research Institute, a Johnson
Johnson Company, as their Globa Director of Quality and Compliance Management. Hankinson's technica
expettise is within regulatory compliance and in particular vaidation. He is a compliance specidist, both in GLP
and CGMP environments and in particular within the areas of cleaning/decontamination and process validation.
Hankinson is a member of ISPE, PDA, Nordic R3, European GAMP Suppliers Forum and a lead member of the

AM_I;atAmerlcas Laboratory Specia Interests Group. He regularly presents at international meetings for these
organizations.

Charles Hoibergi], PhD, is currently Director of the Divison of New Drug Chemistry |, Office of Pharmaceutical
Sciences, Center Tor Drug Evaluation and Research (CDER), FDA. He worked over eight years at a pharmaceutica
company before joining the FDA. His previous positions with FDA include: review chemi§t, supervisory chemist in
the Division of Surgica Dental Drug Products and in_the Division of Oncdol\%y and Pulmonary drdg Products.
Hoiberg received his BS degree in Chemistry from the College of William and Mary and his PhD"in Biochemistry
from Pennsylvania State University.

Tony Margetts is an International Project Manager for AstraZeneca, and has worked 15 years in the Pharmaceutical
Industry. ~ His wide-ranging responshilities “include  Computer %stem Compliance and. Vadidation within
AstraZeneca as well as computer s¥stems covering MRPII, LIMS, RS, LIMS, manufacturing equipment, and
laboratory equipment. He was formerly Interfational ‘Computer Systems Vaidation Manager. for Zeneca
Pharmacéuticals. He was founder member"of the GAMP Forum, and was Chairman of the sub-committee that was
formed to produce the firssk GAMP Guide. He is chairman of the GAMP Specid Interest Group on 21 CFR Part 11
compliance, and was aso Chairman of the GAMP4 Editorial Review Board. Margetts has been actively involved in
validation planning, supplier audlt% and managing FDA inspections over many years. Recently he has worked on
the new GAMP document on ER-ES.

Joseph X. Phillips joined Quintiles Consulting on February 1, 2001 as Vice President of Pharmaceutical Operations
following a %)é%ar career with the Food & Drug Administration. As Vice President for_Pharmaceutical Operations
with Quintiles, Phillips is providing executive Ie_adershlP and direction to help position Quintiles Consulting as the
world Jleader 1n pharmaceutical consulting services, 1In this capacity, Phillips leads a team of specidists with
expertise in regulatory matters that can be of ggnlflcant value to Quintiles pharmaceutical clients. . He spent his
FDA years working in Philadelphia as an invedligator, supervisory investigator, deputy director of investigations,

assistant to the regional F&D director, and most recently as deputy director regiona food & drug director of the
central region. He has been heavily involved in planning and managln%pharmaceutlcal programs throughout_his
career, including the Pre-Approva Inspection Program and SUPAC (Scale Up/Post Approval Chan%e) field Operations.
He has been executive secretary of the Agency’s Field Drug Committee for qver 10 years. He has been an active
member of the International L'aboratory Forum_ on Counterfeit Medicines since its”inception.  Phillips is a life
member of the ISPE and has been an attive Batlupant on behalf of the FDA in the development of their series of

Basdline En8| neering Guides, and the SUPAC Equipment Addendum. He has received the ISPE’s highest award,

The Richard B. Purdy Digtinguished Achievement Award in 1999. He has received ISPE recognition for
Qutstanding Service t0 the Guide Steering Committee in 1998 and the ISPE Certificate of Appreciation for
Qutstanding Contributions to the develoloment of the Bulk Pharmaceutical Guide in 1993. He was recogni zed b%//_the
NJ Association for Science & Technology on March 18, 1999. Phillips has been_ the recipient of three Vice

Presidential Hammer Awards for reinvention efforts on SUPAC (collaborative work with CDER and ISPE) and for
International Collaborative Efforts dealing with API Anti-Counterfeiting/Sourcing Efforts.




