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In the European Union and its Member States, as elsewhere, the marketing of pharmaceuticals has become
subject to an increasingly complex web of legislation and regulation, resulting from the intense scrutiny of
the urgent and essential role such products play in human development and welfare worldwide. This
incomparably useful volume lays out this system with extraordinary clarity and logic. Adopting a Europe-
wide perspective on the law governing pharmaceuticals, its expert authors from the law firm Bird & Bird
LLP map the life cycle of a medicinal product or medical device from development to clinical trials to
product launch and ongoing pharmacovigilance, offering clear unambiguous guidance in matters of
regulatory law at every stage. Following an introductory overview focusing on the regulatory framework for
pharmaceuticals in Europe A--- from its underlying rationales to the relevant committees and agencies - each
of fifteen incisive chapters examines a particular process or subject. Among the many topics and issues
covered are the following: * obtaining a marketing authorisation; * stages and standards for creating a
product dossier; * clinical trials; * how and when an abridged procedure can be used; * criteria for
conditional marketing authorisations; * generic products and 'essential similarity'; * paediatric use and the
requisite additional trials; * biologicals and 'biosimilars'; * homeopathic and herbal medicines; * reporting
procedures; * notification of adverse events; * parallel trade; * relevant competition law and intellectual
property rights; and * advertising. Especially useful features include national variation charts in many of the
chapters for eight major jurisdictions (Belgium, France, Germany, Italy, The Netherlands, Spain, Sweden,
and the UK), sample forms and URLs for the most important Directives, Lawyers, both in-house at
pharmaceutical firms and in private practice, will welcome this one-of-a-kind book. Its value for those who
find themselves having to advise a client on bringing a medicinal product or medical device to market - and
on the relevant continuing rights and obligations - is immeasurable. The book will also be of great interest
and assistance to regulatory advisers.
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From reader reviews:

Darlene Trevino:

The book Guide To EU Pharmaceutical Regulatory Law make one feel enjoy for your spare time. You may
use to make your capable more increase. Book can to get your best friend when you getting tension or having
big problem together with your subject. If you can make looking at a book Guide To EU Pharmaceutical
Regulatory Law to get your habit, you can get far more advantages, like add your personal capable, increase
your knowledge about several or all subjects. You can know everything if you like start and read a e-book
Guide To EU Pharmaceutical Regulatory Law. Kinds of book are a lot of. It means that, science reserve or
encyclopedia or other folks. So , how do you think about this e-book?

Catherine Poppe:

Book is to be different for each and every grade. Book for children till adult are different content. As you
may know that book is very important usually. The book Guide To EU Pharmaceutical Regulatory Law was
making you to know about other expertise and of course you can take more information. It is extremely
advantages for you. The reserve Guide To EU Pharmaceutical Regulatory Law is not only giving you a lot
more new information but also to get your friend when you sense bored. You can spend your own personal
spend time to read your e-book. Try to make relationship with the book Guide To EU Pharmaceutical
Regulatory Law. You never really feel lose out for everything in the event you read some books.

Anna Lewis:

In this era globalization it is important to someone to find information. The information will make someone
to understand the condition of the world. The health of the world makes the information simpler to share.
You can find a lot of referrals to get information example: internet, magazine, book, and soon. You can view
that now, a lot of publisher in which print many kinds of book. Often the book that recommended to your
account is Guide To EU Pharmaceutical Regulatory Law this reserve consist a lot of the information with the
condition of this world now. This book was represented just how can the world has grown up. The dialect
styles that writer require to explain it is easy to understand. Often the writer made some investigation when
he makes this book. Here is why this book acceptable all of you.

Karen Taylor:

That book can make you to feel relax. This book Guide To EU Pharmaceutical Regulatory Law was multi-
colored and of course has pictures on there. As we know that book Guide To EU Pharmaceutical Regulatory
Law has many kinds or variety. Start from kids until teenagers. For example Naruto or Detective Conan you
can read and believe that you are the character on there. Therefore , not at all of book are generally make you
bored, any it offers you feel happy, fun and rest. Try to choose the best book for yourself and try to like
reading which.
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