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Foreword
We stand on the threshold of what has been called 'the second
pharmacological revolution'. During the past three decades major
therapeutic advances have been made, but they may well be
overshadowed by those of the rest of the century, as new molecular
biochemical discoveries, and techniques for genetic engineering, permit
control of viral, psychiatric, malignant and autoimmune disease.
Tragically, however, this optimistic prediction is threatened by
ill-advised yet widespread public fear of, and indeed hostility to, new
drugs, fostered by a variety of consumer and media lobbies who have not
yet understood that a chemical's therapeutic efficacy is inevitably
associated with unwanted effects, particularly if used unwisely.
Many books have been written about the design of clinical trials and
determination of therapeutic efficacy of drugs, but little has been
published on the systematic detection, quantification and evaluation of
adverse drug reactions. This process should begin, of course, with the
earliest administration of a drug to man, and continue throughout its
controlled clinical trials, but is likely only to identify relatively common or
bizarre adverse effects. Less common, but nevertheless important,
unwanted effects will be recognised only when it is prescribed for larger
numbers of patients, usually after it has been marketed, and when its use,
therefore, is less closely supervised.
Dr Stephens has been closely involved in the practical problems of
adverse drug reaction monitoring for many years, and this book
represents an important contribution to the subject which I believe will be
of value to all involved in the scientific assessment of drug treatment.

Professor Paul Turner, MD, BSc, FRCP
Department of Clinical Pharmacology
St Bartholomew's Hospital Medical School
London
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Preface
This book sets out to describe the problems involved in the detection of
new adverse drug events both before and after a drug reaches the market
and the various methods available to overcome these problems. The
methods cover the collection, storage and assessment of the information. It
is hoped that it will be found useful to those involved in clinical trials,
whether clinician or pharmaceutical scientist. For the latter it is also
hoped that he or she will find sufficient information and referenced papers
to be able to set up a drug surveillance unit within a pharmaceutical
company .
The withdrawal from the market of numerous drugs over the last two
years has prompted changes in the regulations in many countries and,
therefore, in turn has caused, and will cause, great changes within the
pharmaceutical industry.
The most important change will be the realisation that equal effort and
money will need to be put into both sides of the cost-benefit ratio in the
clinical research of a new drug. At the time of writing, many changes are
afoot and, in order to keep this book up to date, an additional chapter
entitled Update has been included and contains the latest changes as well
as references to papers that have only recently come to my attention.
I have resisted the temptation to stray into the more fascinating and
controversial areas, such as the law on liability and compensation for drug
injury or the history of various established adverse drug reactions, but I
hope that the bibliography will have covered these gaps .
All opinions mentioned in this book are my own, unless specifically
stated as being otherwise. It should not be presumed that any views or
practices described here are those of the Glaxo Group or any of its
subsidiary companies, unless stated.

M.D.B.S.

Bishop's Stortford, 1984
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