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Monoclonal antibodies (MAbs) are currently the major class of protein bio
therapeutic being developed by biotechnology and pharmaceutical companies.
Monoclonal Antibodies discusses the challenges and issues revolving around
development of a monoclonal antibody produced by recombinant DNA
technology into a therapeutic agent.This book covers downstream processing
which includes design of processes to manufacture the formulation, formulation
design, fill and finish into closure systems and routes of administration. The
characterization of the final drug product is covered where the use of biophysical
methods combined with genetic engineering is used to understand the solution
properties of the formulation. The latter has become very important since many
indications such as arthritis and asthma require the development of formulations
for subcutaneous delivery (SC). The development of formulations for IV delivery
is also important and comes with a different set of challenges. The challenges and
strategies that can overcome these limitations are discussed in this book, starting
with an introduction to these issues, followed by chapters detailing strategies to
deal with them. Subsequent chapters explore the processing and storage of mAbs,
development of delivery device technologies and conclude with a chapter on the
future of mAbs in therapeutic remedies.

Discusses the challenges to develop MAbs for intravenous (IV) and●

subcutaneous delivery (SC)
Presents strategies to meet the challenges in development of MAbs for SC and●

IV administration
Discusses the use of biophysical analytical tools coupled with MAb●

engineering to understand what governs MAb properties at high concentration
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Monoclonal antibodies (MAbs) are currently the major class of protein bio therapeutic being developed by
biotechnology and pharmaceutical companies. Monoclonal Antibodies discusses the challenges and issues
revolving around development of a monoclonal antibody produced by recombinant DNA technology into a
therapeutic agent.This book covers downstream processing which includes design of processes to
manufacture the formulation, formulation design, fill and finish into closure systems and routes of
administration. The characterization of the final drug product is covered where the use of biophysical
methods combined with genetic engineering is used to understand the solution properties of the formulation.
The latter has become very important since many indications such as arthritis and asthma require the
development of formulations for subcutaneous delivery (SC). The development of formulations for IV
delivery is also important and comes with a different set of challenges. The challenges and strategies that can
overcome these limitations are discussed in this book, starting with an introduction to these issues, followed
by chapters detailing strategies to deal with them. Subsequent chapters explore the processing and storage of
mAbs, development of delivery device technologies and conclude with a chapter on the future of mAbs in
therapeutic remedies.

Discusses the challenges to develop MAbs for intravenous (IV) and subcutaneous delivery (SC)●

Presents strategies to meet the challenges in development of MAbs for SC and IV administration●

Discusses the use of biophysical analytical tools coupled with MAb engineering to understand what●

governs MAb properties at high concentration
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Editorial Review

About the Author
Steven J. Shire is currently consulting and serving as an adjunct faculty member of the USC School of
Pharmacy and University of Connecticut School of Pharmaceutical Sciences. He was at Genentech for 32
years where the majority of his career was in the pharmaceutical development department. He retired in June
2013 as Staff Scientist in the Late Stage Pharmaceutical Development Department. He has been responsible
for directing research and development of formulations for a variety of recombinant human proteins
including Pulmozyme® and Xolair®. Dr. Shire has served as the chair of the American Association of
Pharmaceutical Scientists (AAPS) Biotechnology Section, and was elected as a Fellow of AAPS in 1998 and
member at large to the AAPS Executive Council in 2001. He has published over 80 reviews and papers
dealing with various aspects of formulation and pharmaceutical development of therapeutic proteins.

Users Review

From reader reviews:

Denice Cooke:

The book untitled Monoclonal Antibodies: Meeting the Challenges in Manufacturing, Formulation, Delivery
and Stability of Final Drug Product is the e-book that recommended to you to see. You can see the quality of
the e-book content that will be shown to an individual. The language that author use to explained their ideas
are easily to understand. The author was did a lot of study when write the book, so the information that they
share to your account is absolutely accurate. You also can get the e-book of Monoclonal Antibodies: Meeting
the Challenges in Manufacturing, Formulation, Delivery and Stability of Final Drug Product from the
publisher to make you far more enjoy free time.

Robert Leggett:

This Monoclonal Antibodies: Meeting the Challenges in Manufacturing, Formulation, Delivery and Stability
of Final Drug Product is great e-book for you because the content which can be full of information for you
who always deal with world and possess to make decision every minute. That book reveal it information
accurately using great coordinate word or we can declare no rambling sentences included. So if you are read
the item hurriedly you can have whole information in it. Doesn't mean it only provides you with straight
forward sentences but tricky core information with lovely delivering sentences. Having Monoclonal
Antibodies: Meeting the Challenges in Manufacturing, Formulation, Delivery and Stability of Final Drug
Product in your hand like obtaining the world in your arm, information in it is not ridiculous a single. We can
say that no guide that offer you world inside ten or fifteen tiny right but this book already do that. So , this is
certainly good reading book. Hello Mr. and Mrs. hectic do you still doubt that will?

Edgar Curtis:

The book untitled Monoclonal Antibodies: Meeting the Challenges in Manufacturing, Formulation, Delivery



and Stability of Final Drug Product contain a lot of information on that. The writer explains her idea with
easy method. The language is very clear and understandable all the people, so do not really worry, you can
easy to read that. The book was authored by famous author. The author gives you in the new era of literary
works. You can easily read this book because you can please read on your smart phone, or model, so you can
read the book throughout anywhere and anytime. If you want to buy the e-book, you can wide open their
official web-site and order it. Have a nice examine.

Gloria Castaldo:

This Monoclonal Antibodies: Meeting the Challenges in Manufacturing, Formulation, Delivery and Stability
of Final Drug Product is new way for you who has attention to look for some information as it relief your
hunger of information. Getting deeper you in it getting knowledge more you know or perhaps you who still
having small amount of digest in reading this Monoclonal Antibodies: Meeting the Challenges in
Manufacturing, Formulation, Delivery and Stability of Final Drug Product can be the light food for yourself
because the information inside this specific book is easy to get by means of anyone. These books create itself
in the form and that is reachable by anyone, yep I mean in the e-book contact form. People who think that in
reserve form make them feel tired even dizzy this publication is the answer. So you cannot find any in
reading a publication especially this one. You can find what you are looking for. It should be here for you
actually. So , don't miss the item! Just read this e-book kind for your better life and also knowledge.
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