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Preface to the Series
No industry in the world is more highly regulated than 
the pharmaceutical industry because of potential threat to 
a patient's life from the use of pharmaceutical products. 
The cost of taking a new chemical entity (amortized over 
the cost of all molecules racing) to final regulatory 
approval is a staggering $800 million, making the phar­
maceutical industry one of the most research-intensive 
industries in the world. In the year 2004, it is anticipated 
that the industry will spend about $20 billion on research 
and development. The generic market of drugs as the new 
entities come off patent is one of the fastest growing 
segments of the pharmaceutical industry, with every major 
multinational company having a significant presence in 
this field.

Whereas many stages of new drug development are 
inherently constrained with time, the formulation of drags 
into desirable dosage forms remains an area where expe­
diency can be practiced with appropriate knowledge by 
those who have mastered the skills of pharmaceutical for­
mulations. The Handbook of Pharmaceutical Manufactur­
ing Formulations is the first major attempt to consolidate 
the available knowledge about formulations in a compre­
hensive. and by nature a rather voluminous, presentation.

The book is divided into six volumes, based strictly 
on the type of formulation science involved in the devel­
opment of these dosage forms: sterile products, com­
pressed solids, uncompressed solids, liquid products, 
semisolid products, and OTC products. The separation of 
OTC products even though they may easily fall into one 
of the other five categories is made to comply with the 
industry norms of separate research divisions for OTC 
products. Sterile products require skills related to steril­
ization of product, and of less importance is the bioavail­
ability issue, which is an inherent problem of compressed 

dosage forms. These types of considerations have led to 
the classification of products into these six categories.

Each volume includes a description of regulatory fil­
ing techniques for the formulations described. Also 
included are the current regulatory guidelines on cGMP 
compliance specific to the dosage form. Advice is offered 
on how to scale up the production batches.

It is expected that formulation scientists will use this 
information to benchmark their internal development pro­
tocols and cut the race to file short by adopting formulae 
that have survived the test of time. Many of us who have 
worked in the pharmaceutical industry suffer from a close 
paradigm when it comes to selecting formulations - "not 
invented here’’ perhaps reigns in the mind of many sea­
soned formulations scientists subconsciously when they 
prefer to choose only a certain platform for development. 
It is expected that with the quick review of possibilities 
available to formulate made available in this book, scien­
tists will benefit from the experience of others.

For the teachers of formulation sciences, this series 
offers a wealth of information. Whether it is a selection 
of a preservative system or the choice of a disintegrant, 
the series offers a wide choice to study and rationalize.

Many have assisted me in the development of this 
work that has taken years to compile, and I thank scores 
of my graduate students and colleagues for their help. A 
work of this size cannot be produced without errors, 
although 1 hope that these errors do not distract the reader 
from the utility of the book. 1 would sincerely appreciate 
if readers point out these mistakes for corrections in future 
editions.

Sarfaraz K. Niazi, Ph.I).
Deerfield, Illinois
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