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PREFACE

In the early 1980's when I started my career in the pharmaceutical industry, I recall that
Technology Transfer from R&D to Production did not attract the attention that it does
today. This could be partly because the R&D and Production facilities were co-located
on the same site for the majority of transfers in which I was involved. Pilot scale
batches were made in the R&D facilities on one day and products requiring scale-up
and commercial scale manufacture were undertaken in the Production plant on
another. Technology transfer was a very informal process with few written guidelines
and procedures. R&D and Production personnel were able to develop very good
working relationships because they could easily spend a lot of time together and get to
know each other well.

A few years later, on moving to another pharmaceutical company the
circumstances had changed. The R&D site | worked at was in an isolated location and
technology transfers were to distant Production sites, often overseas. Establishing
good communication and planning were essential for success. With the plethora of
company acquisitions and mergers over the past 15 to 20 years resulting in fewer, but
much larger pharmaceutical companies, there has been an increased need to transfer
technology between R&D and Production sites across the globe in a cost efficient and
effective way. Pharmaceutical companies have been under increasing pressure to speed
products from R&D to the market. At the same time, the drug development and
regulatory hurdles have increased, including the need to pass an FDA pre-approval
inspection if the product was destined for the United States market. The timely and
successful technology transfer of new Drug Substances, Drug Products and Analytical
Tests between these sites is a prerequisite to product registration, approval and launch
and so the importance of having a structured approach to drug development and
technology transfer has become paramount.

This book is intended to give a comprehensive overview and guide to the
technology transfer process for pharmaceutical Drug Substance, Drug Product and the
corresponding analytical tests and methods from R&D to Production. Each of the
contributors has extensive personal knowledge and experience in this field and they

X1



xii Preface

have provided practical examples to explain the critical factors involved in achieving
successful and effective technology transfers. Several of the contributors are from
AstraZeneca, including myself, but the reader must not assume that this book only
reflects the AstraZeneca way of doing technology transfer. Many of the contributors
have worked for different pharmaceutical companies; have been involved in
developing and reviewing internal company guidelines and in giving seminars and
presentations externally on technology transfer. I am indebted to each of the
contributors for giving up so much of their time to produce the specialist chapters in
this book.

This book should benefit practitioners working in the pharmaceutical and related
industries from R&D, commercial Production and various other areas of responsibility
such as; Project Management, Clinical, Regulatory Affairs and Quality Assurance.

Finally, I would like to thank my wife Alison and three children, Laura, Joanna

and David, for their patience and understanding whilst I have been preparing this book
and for not being able to spend so much time with over the past few months.

Mark Gibson

December, 2004
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