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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
necessary to ensure such essential products are not only efficacious but safe. This useful volume lays out this
system with extraordinary clarity and logic. Adopting a Europe-wide perspective on the law governing
pharmaceuticals, 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 comprehensive and unambiguous guidance at every stage.

Following an introductory overview focusing on the regulatory framework for pharmaceuticals in Europe –
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;●

pharmacovigilance;●

parallel trade;●

relevant competition law and intellectual property rights; and●

advertising.●

In addition, national variation charts in many of the chapters illustrate eight major jurisdictions (Belgium,
France, Germany, Italy, The Netherlands, Spain, Sweden, and the UK). Sample forms and URLs for the most
important Directives are included.

Pharmaceutical lawyers and regulatory advisers, both in-house and in private practice, will welcome this
unique book. It offers immeasurable value for all who need to understand the process of bringing a medicinal
product or medical device to market and the continuing rights and obligations.
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From reader reviews:

Richard Poston:

Why don't make it to be your habit? Right now, try to ready your time to do the important take action, like
looking for your favorite book and reading a publication. Beside you can solve your long lasting problem;
you can add your knowledge by the reserve entitled Guide to EU Pharmaceutical Regulatory Law, Fourth
Edition. Try to make the book Guide to EU Pharmaceutical Regulatory Law, Fourth Edition as your friend. It
means that it can to get your friend when you feel alone and beside associated with course make you smarter
than previously. Yeah, it is very fortuned for you personally. The book makes you considerably more
confidence because you can know every little thing by the book. So , let me make new experience in addition
to knowledge with this book.

Wilbert Westerfield:

Have you spare time for any day? What do you do when you have far more or little spare time? Sure, you
can choose the suitable activity intended for spend your time. Any person spent their spare time to take a
stroll, shopping, or went to the particular Mall. How about open or maybe read a book titled Guide to EU
Pharmaceutical Regulatory Law, Fourth Edition? Maybe it is to be best activity for you. You realize beside
you can spend your time together with your favorite's book, you can smarter than before. Do you agree with
it has the opinion or you have some other opinion?

Bonnie Camacho:

What is your hobby? Have you heard that will question when you got scholars? We believe that that concern
was given by teacher on their students. Many kinds of hobby, Every individual has different hobby.
Therefore you know that little person just like reading or as reading become their hobby. You need to
understand that reading is very important as well as book as to be the thing. Book is important thing to add
you knowledge, except your own personal teacher or lecturer. You get good news or update in relation to
something by book. Many kinds of books that can you go onto be your object. One of them is this Guide to
EU Pharmaceutical Regulatory Law, Fourth Edition.

Ann Cason:

Reading a e-book make you to get more knowledge from it. You can take knowledge and information from
your book. Book is prepared or printed or illustrated from each source that filled update of news. In this
modern era like today, many ways to get information are available for you. From media social such as
newspaper, magazines, science publication, encyclopedia, reference book, new and comic. You can add your
understanding by that book. Isn't it time to spend your spare time to open your book? Or just searching for
the Guide to EU Pharmaceutical Regulatory Law, Fourth Edition when you necessary it?
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