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An Introduction to Pharmacovigilance is a compelling read
and one that both new and
experienced medical writers will
find useful for providing a succinct, yet thorough, overview of
today’s current drug safety
requirements. Patrick Waller and
Mira Harrison-Woolrych are
experts in pharmacovigilance;
their wealth of knowledge makes this second
edition book a must have on any medical writer’s
desk and provides a more up-to-date and
internationally focused work than its predecessor.
The book is organised into 10 chapters and
these are ordered into several topics such as the
processes and societal considerations of pharmacovigilance, making it easier to find specific areas
of interest to the readers. To open the medical
writer’s eyes to the importance of drug
regulation, Chapter 1 starts at the beginning of
modern pharmacovigilance, with thalidomide,
and how the terrible consequences of poor safety
monitoring led to legislation that was the
forebear of what is in place today. From here the
authors go on to discuss other more recent drug
scandals, from practolol in the 1970s up to
pandemrix in 2009, to give a wide-ranging
timeline of pharmacovigilance evolution that
brings further clarification to how vital drug
safety regulations have been put in place to
protect patients taking drugs.
Chapter 2 segues into an outline of basic
concepts, from adverse drug reactions (ADRs)
and their systems of classification to the riskbenefit balance and how to evaluate causality.
Chapter 3 oﬀers summaries of the multiple
clinical trial phases, followed by safety reporting
methods (for example, spontaneous ADR
reporting systems and prescription-event
monitoring) that are employed by diﬀerent
agencies to further build the profile of a drug
once marketed. The overall process of pharma-
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Introduction to Pharmacovigilance then discusses
how pharmacovigilance is expected to evolve, by
judging its current limitations and what can and
is being done to overcome them. The final
chapter recommends where to go next for those
interested in learning more by providing a range
of books and journals for suggested reading, as
well as courses that can be attended and relevant
societies that the reader could join.
Overall this book is an interesting read that
provides a wealth of knowledge on numerous
aspects of pharmacovigilance. As a medical writer
with 2 years’ experience, I did already have an
understanding of some sections, but this book
expanded on my awareness and understanding of

pharmacovigilance, and it delivered a much
broader education on current pharmacovigilance
concerns. In particular, I thought the
introduction was very eﬀective in stressing the
role of pharmacovigilance in healthcare, by
examining several drug scandals and determining
how each of these in turn has shaped
pharmacovigilance. Other chapters, such as those
concerning ethics and pharmacovigilance in the
clinic, put pharmacovigilance into perspective
with regard to everyday living, and these chapters
were, in my opinion, especially successful at
complementing some of the more informationheavy chapters explaining procedure. Although
some of these information-heavy chapters might
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be a bit of a hard read in one go, they are
extremely informative and are a brilliant
companion to have with you at your desk when
working on a pharmacovigilance project. In
general, this is a very useful book that could
improve any medical writer’s understanding of
the state of pharmacovigilance today.
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