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A well-understood tenet exists among the FDA and other regulatory bodies: if you didn't write it down, it
didn't happen. And if it didn't happen, your company stands to lose time, money, and perhaps its competitive
edge. Write it Down: Guidance for Preparing Effective and Compliant Documentation provides you with the
tools you need to put effective documentation in place. The book has a three-pronged focus: to help writers
understand the why of what they must write and the current industry standards for good documentation
practices, to provide effective examples of a broad spectrum of documents, and to supply an in-depth
explanation of grammar and punctuation conventions.

Substantially expanded, the second edition focuses on the regulations, the need to document, and the range of
documentation that must be in place to support therapeutic products from discovery through market. Readers
will find useful examples of good writing, many provided by people in the industry. Letters and memos;
short reports of varied topics, including equipment evaluation, vendor audit, and trip review; standard
operating procedures, laboratory methods, and training materials; documentation for an 1Q/OQ/PQ project; a
journal article; and excerpts from a development report and a dossier are among the many examples. The
book also gives athorough explanation of grammar, punctuation, and usage, with a strong emphasis on the
components of the language that pose difficulties for non-native writers of English.

This book isamust for people working in or preparing to work in environments that produce drugs, medical
devices, or biologics for salein countries that have stringent regulatory requirements and where the business
language is English. Firmly placing the writing task in context of the existing laws and guidances, the book
offers valuable insights into managing systems and producing documentation that meets the requirements of
the binding regulations.
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From reader reviews:
M ae Saari:

This Write It Down: Guidance for Preparing Effective and Compliant Documentation book is simply not
ordinary book, you have it then the world isin your hands. The benefit you receive by reading this book will
be information inside this e-book incredible fresh, you will get information which is getting deeper anyone
read alot of information you will get. Thiskind of Write It Down: Guidance for Preparing Effective and
Compliant Documentation without we understand teach the one who examining it become critical in
pondering and analyzing. Don't end up being worry Write It Down: Guidance for Preparing Effective and
Compliant Documentation can bring once you are and not make your tote space or bookshelves become full
because you can have it in the lovely laptop even cellphone. This Write It Down: Guidance for Preparing
Effective and Compliant Documentation having great arrangement in word along with layout, so you will not
experience uninterested in reading.

Dolores Watkins:

Nowadays reading books become more and more than want or need but also turn into alife style. This
reading behavior give you lot of advantages. Advantages you got of course the knowledge your information
inside the book which improve your knowledge and information. The data you get based on what kind of e-
book you read, if you want send more knowledge just go with schooling books but if you want experience
happy read one using theme for entertaining for example comic or novel. The actual Write It Down:
Guidance for Preparing Effective and Compliant Documentation is kind of publication which is giving the
reader unforeseen experience.

Sonia Cramer:

Playing with family in the park, coming to see the seaworld or hanging out with close friends is thing that
usually you could have done when you have spare time, and then why you don't try factor that really
opposite from that. 1 activity that make you not feeling tired but still relaxing, trilling like on roller coaster
you are ride on and with addition details. Even you love Write It Down: Guidance for Preparing Effective
and Compliant Documentation, it is possible to enjoy both. It is fine combination right, you still wish to miss
it? What kind of hang typeisit? Oh can happen its mind hangout guys. What? Still don't get it, oh come on
its known as reading friends.

Shawn Stoltzfus:

Reading a reserve make you to get more knowledge as aresult. Y ou can take knowledge and information
from abook. Book is composed or printed or descriptive from each source that filled update of news. With
this modern eralike today, many ways to get information are available for you actually. From media social
such as newspaper, magazines, science publication, encyclopedia, reference book, book and comic. Y ou can
add your understanding by that book. Do you want to spend your spare time to open your book? Or just
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