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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:
Bonnie Boyd:

Have you spare time for a day? What do you do when you have far more or little spare time? Y ep, you can
choose the suitable activity for spend your time. Any person spent al their spare time to take a go walking,
shopping, or went to the particular Mall. How about open aswell as read a book called IND Submissions: A
Primer? Maybe it isto become best activity for you. Y ou understand beside you can spend your time
together with your favorite's book, you can better than before. Do you agree with it is opinion or you have
different opinion?

Steven Peter son:

Book is actually written, printed, or highlighted for everything. Y ou can understand everything you want by
apublication. Book has a different type. Aswe know that book isimportant point to bring us around the
world. Next to that you can your reading ability was fluently. A e-book IND Submissions: A Primer will
make you to be smarter. Y ou can feel much more confidence if you can know about everything. But some of
you think in which open or reading some sort of book make you bored. It isn't make you fun. Why they
could be thought like that? Have you in search of best book or ideal book with you?

Michael Berry:

This IND Submissions: A Primer are generaly reliable for you who want to be considered a successful
person, why. The reason why of this IND Submissions: A Primer can be among the great books you must
have will be giving you more than just simple studying food but feed anyone with information that possibly
will shock your prior knowledge. This book is handy, you can bring it everywhere you go and whenever
your conditionsin e-book and printed people. Beside that this IND Submissions: A Primer forcing you to
have an enormous of experience including rich vocabulary, giving you trial of critical thinking that we
understand it useful in your day task. So, let's have it and enjoy reading.



David Y oon:

The book with title IND Submissions; A Primer has lot of information that you can discover it. Y ou can get a
lot of gain after read this book. This kind of book exist new know-how the information that exist in thise-
book represented the condition of the world now. That isimportant to yo7u to know how the improvement of
the world. This particular book will bring you within new era of the internationalization. Y ou can read the e-
book in your smart phone, so you can read the idea anywhere you want.
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