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IND Submissions: A Primer provides a hands-on approach that teaches
regulatory professionals novice and veteran alike to work with the regulations,
guidance documents, content templates, contributing authors, and style guides
necessary to write an IND. The book s writing tips show regulatory professionals
how to produce arange of U.S. drug and biologics submissions that comply with
the requirements and are also clear to read. Included with the book isa CD filled
with electronic examples. IND Submissions: A Primer is the only comprehensive
IND manual of its kind. This 600-page, spiral-bound, hardcover book is easy to
use, providing step-by-step instructions on how to plan, write, and submit
regulatory documents. Each chapter (62 in total) is divided by easy-to-read tabs.
It istheideal resource for new professionals entering the field, a useful training
guide, and avaluable reference for the experienced professional. Specific topics
include: * Regulations and guidance document references. * Overview and
background of why the submission isrequired. * Structure of the submission
itself. * Details on who should contribute to the submission. * Where to pull, re-
use, or start as a basis for information needed in a submission.

* Tips and lessons learned from the author's experience. * Different perspectives
on how a submission can be approached. * Applicable FDA Form 1571
information for each submission. * Paper publishing tips.

* Electronic CTD publishing sections for each submission, where applicable. *
Real life examples taken from the press and approved NDAs when available. *
Electronic examples and content templates to utilize so that an RA professional
can begin immediately working on a submission.
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Editorial Review

About the Author

Meredith Brown-Tuttle, RAC, is aregulatory consultant whose background incorporates all aspects of drug,
device, and biologics development including clinical research, data management, medical writing, and
regulatory affairs. She served for six years on the Board of Editors for the Regulatory Affairs Professional
Society sjournal, Focus, and has published numerous articles, edited books and book chapters, and presented
at professional meetings on avariety of clinical research and regulatory topics. Ms. Brown-Tuttle also
teaches about regulatory submissions, intelligence, strategy, and agency interactions for the Regulatory
Affairs Certificate program at UC Santa Cruz.

Users Review
From reader reviews:
Roberta Granger:

Book isto be different per grade. Book for children until eventually adult are different content. Asyou may
know that book is very important for all of us. The book IND Submissions: A Primer had been making you
to know about other knowledge and of course you can take more information. It is rather advantages for you.
The guide IND Submissions: A Primer is not only giving you alot more new information but also for being
your friend when you feel bored. Y ou can spend your own spend time to read your reserve. Try to make
relationship together with the book IND Submissions: A Primer. Y ou never feel lose out for everything if
you read some books.

Romana Linder:

Reading a book to be new life style in this 12 months; every people loves to go through a book. When you
read a book you can get alots of benefit. When you read guides, you can improve your knowledge, mainly
because book has alot of information onto it. The information that you will get depend on what types of
book that you have read. In order to get information about your study, you can read education books, but if
you want to entertain yourself you are able to afiction books, this kind of us novel, comics, and soon. The
IND Submissions: A Primer will give you new experience in reading a book.

Jerry Lyon:

This IND Submissions: A Primer is brand-new way for you who has fascination to look for some
information given it relief your hunger of information. Getting deeper you onto it getting knowledge more
you know or else you who still having little bit of digest in reading this IND Submissions: A Primer can be
the light food to suit your needs because the information inside this book is easy to get by anyone. These
books produce itself in the form which can be reachable by anyone, yeah | mean in the e-book type. People
who think that in publication form make them feel tired even dizzy this e-book is the answer. So thereis no
in reading areserve especially this one. Y ou can find what you are looking for. It should be here for a
person. So, don't missit! Just read this e-book type for your better life and knowledge.



Christopher Hendrick:

You can find this IND Submissions: A Primer by check out the bookstore or Mall. Simply viewing or
reviewing it could to be your solve problem if you get difficulties on your knowledge. Kinds of this book are
various. Not only by written or printed but also can you enjoy this book through e-book. In the modern era
similar to now, you just looking because of your mobile phone and searching what their problem. Right now,
choose your current ways to get more information about your book. It is most important to arrange you to
ultimately make your knowledge are still upgrade. Let'stry to choose suitable ways for you.
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