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CenterWatch introduces the most concise, yet comprehensive resource available
on the mgjor global regulatory systems including the most relevant and pertinent
regulatory facts and guidelines consolidated into one, must-have and easy-to-read
resource. This strategic road map takes the reader through a dynamic and
complex landscape while providing a fundamental understanding and application
of global regulatory principles to ensure successful product development and
registration.
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Editorial Review

Review

Thisinformative, organized and well written text could be the new primer for the global regulatory
environment. It should be on the bookshelf of every product development company. --Laurie Halloran CEO,
Halloran Consulting Group

Dr. Henrietta Ukwu provides an insightful perspective and breadth of experience on the worldwide
regulatory systemsthat are critical to the success of clinical trials management. Global Regulatory Systems
isan expansive and unparalleled manual for regulatory professionals that describes and hel ps navigate the
complex and ever-changing global regulatory processes. --Emilio A. Emini, Ph.D. Chief Scientific Officer,
Vaccine Research Pfizer

Regulatory professionals are routinely asked avariant of the 'can we do this question. The task of answering
thisis nearly impossible without an understanding of global regulatory guidance and practices. Therefore, it
is essential that every regulatory professional is armed with aframework for reference. Global Regulatory
Systems: A Strategic Primer for Biopharmaceutical Product Development and Registration provides a broad,
yet concise and detailed, summary of the major regulatory topics that invariably shape drug development
programs, both operationally and strategically. --Gregory Dombal Managing Director, Halloran Consulting
Group

About the Author

Dr. HenriettaN. Ukwu, M.D., FACP, FRAPS, an internist and infectious disease physician, isa
biopharmaceutical industry executive with extensive global regulatory experience across many
biopharmaceutical therapeutic platforms and all regions. Currently, sheis senior vice president and head of
global regulatory affairs for PPD Inc.

Beginning her pharmaceutical industry career at Merck & Co. in 1992, Dr. Ukwu became vice president and
head of vaccine worldwide regulatory affairsin 1998, and vice president of global regulatory policy in 2002.
She joined Wyeth Pharmaceuticals in 2004 as vice president of global regulatory affairs, with responsibility
for al therapeutic areas across al platforms vaccines, biologics and pharmatherapeutics. In 2009, she
became vice president of worldwide regulatory affairs for Pfizer Inc.

Dr. Ukwu has led regulatory efforts for vaccines, biologics and pharmatherapeutics platformsin the U.S,
Canada, Europe, Asia Pacific, Latin America, Middle East, Africa and the WHO. She has been responsible
for overseeing strategic product development and registration plans, regulatory interactions with Boards of
Health, human subject protection for clinical/pre-clinical development, rigorous regulatory standards and
successful registration of new drugs/biologics. She has been involved in many product devel opment
activities and has directly led the successful original regulatory development, filings and approvals of 14 new
products. Dr. Ukwu has built strategic regulatory teams, led major initiatives to drive regulatory excellence
and made significant contributions to devel oping and enriching the regul atory profession.

A Fellow of both the American College of Physicians (FACP) and the Regulatory Affairs Professional
Society (FRAPS), Dr. Ukwu is an adjunct professor at the Graduate School of Pharmacy, Division of Quality
Assurance and Regulatory Affairs, at Temple University in Pennsylvania. She has received numerous awards
for her outstanding contributions to medicine, science and industry. She has authored professional and
scientific publications, and has given many lectures, keynote speeches and presentations.

Dr. Ukwu is married to Dr. Isaac Ukwu. They have three children Victor, Yvonne and Henry.
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Users Review
From reader reviews:
Nancy Fisher:

Do you have favorite book? For those who have, what is your favorite's book? Publication is very important
thing for usto find out everything in the world. Each publication has different aim or goal; it means that
reserve has different type. Some people sense enjoy to spend their time for you to read a book. They may be
reading whatever they consider because their hobby is definitely reading a book. Think about the person who
don't like reading through a book? Sometime, man or woman feel need book when they found difficult
problem or even exercise. Well, probably you will need this Global Regulatory Systems: A Strategic Primer
for Biopharmaceutical Product Development and Registration.

Lori Roth:

In this 21st centuries, people become competitive in every way. By being competitive currently, people have
do something to make them survives, being in the middle of the crowded place and notice by means of
surrounding. One thing that sometimes many people have underestimated this for awhileis reading. Sure, by
reading a e-book your ability to survive increase then having chance to stand than other is high. For you who
want to start reading any book, we give you that Global Regulatory Systems: A Strategic Primer for
Biopharmaceutical Product Development and Registration book as starter and daily reading reserve. Why,
because this book is more than just a book.

Tammy Clark:

Reading a book to get new life style in this year; every people loves to learn a book. When you read a book
you can get alot of benefit. When you read guides, you can improve your knowledge, because book has alot
of information into it. The information that you will get depend on what types of book that you have read. If
you need to get information about your analysis, you can read education books, but if you act like you want
to entertain yourself you can read afiction books, these kinds of us novel, comics, and also soon. The Global
Regulatory Systems: A Strategic Primer for Biopharmaceutical Product Development and Registration
provide you with new experience in examining a book.

Bonnie Wilson:

Y ou can find this Global Regulatory Systems: A Strategic Primer for Biopharmaceutical Product
Development and Registration by check out the bookstore or Mall. Only viewing or reviewing it can to be
your solve problem if you get difficulties to your knowledge. Kinds of this guide are various. Not only by
simply written or printed but can you enjoy this book by e-book. In the modern era similar to now, you just
looking by your local mobile phone and searching what their problem. Right now, choose your current ways
to get more information about your publication. It is most important to arrange yourself to make your
knowledge are still change. Let'stry to choose right ways for you.
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