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TOPRA Publishing’s first book is a collaboration 
with the Medicines Evaluation Board of 
The Netherlands (Dutch MEB).  Evaluating 
Medicines was originally published in 2008 in 
Dutch under the title Openheid van zaken – De 
werkzaamheden van het College ter Beoordeling 
van Geneesmiddelen. 

The authors come from a wide variety of 
backgrounds and expertise and offer valuable 
insight into the world of medicines. In this 
concise publication they explain in simple 
terms, the intricate nature of European 
Regulatory Affairs in order for this complex 
process to be understood and appreciated. 

The book has been updated, translated into 
English and published by TOPRA Publishing so 
that it can reach a wider readership. It is aimed 
at anyone who wants to understand what 
the work of a leading European regulatory 
authority is really about. 

Although written with the lay person 

in mind, this book has 
something to teach those 
who are starting a career in 
Regulatory Affairs, those 
who work outside of the 
European system and need 
to understand it more fully, 
and even experienced EU regulatory 
professionals who would like to have a view 
from inside one of our leading agencies. 

The translated version has not altered the 
original esprit, but provides an updated text 
which retains the clarity of the original. The 
authors express their own views candidly, 
which are not necessarily those of the MEB 
or TOPRA, in a way that will greatly add to an 
appreciation of the work of a busy EU agency. 
Although written from the perspective of 
those who work in just one of the EU member 
states, the issues and challenges they discuss 
are relevant across the region.

If you think a career in healthcare 
Regulatory Affairs could be for you, then 
this is the guide to read before you go any 
further! Due to popular demand TOPRA – 
the European Regulatory Affairs professional 
organisation – has pooled together a 
wide variety of experiences and advice 
from professionals who already work in 
Regulatory Affairs. Our contributors range 
from Vice Presidents in industry with years 
of regulatory experience to professionals 
who have just started on the regulatory 
career ladder. We have perspectives from 
pharmaceuticals, medical technologies, 
veterinary, consultants and regulators. 

Regulatory Affairs is an international 
endeavour and there are great opportunities 
to travel and work abroad. However, the 
country where you are based, type of 
company you work for or your specialty will 
shape your day-to-day working environment. 
Although our content is focused on the 
European regulatory sector, the experiences 
of Regulatory Affairs share common threads 
as you will read. 

This booklet is aimed at graduates and 
postgraduates looking to enter the healthcare 
regulatory world – be it in pharmaceuticals, 
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medical technologies or veterinary sectors. 
Whichever specialty you choose, this dynamic 
environment provides an interesting, 
challenging and rewarding career for those 
who have the drive, the right qualities and 
qualifications. The TOPRA Guide to Careers 
in Regulatory Affairs will help to get you on 
the right track and TOPRA itself can help to 
support you as you make your first steps in 
your new career. For further information go to 
www.topra.org.
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• 	�Do you want to work in a business sector 
that can influence the health and well-
being of millions of people? 

• 	�Do you want to be able to constantly 
extend your scientific and legal 
knowledge?

• 	�Do you want to work with intelligent, 
driven colleagues on projects that 
challenge your thinking and allow you to 
stretch yourself?

• 	�Do you want to exercise personal 
skills in a role that has exciting career 
opportunities to the highest level?
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