Introduction

he first question we asked ourselves when the idea came up for this book was: Does the regulatory community really need it?

'The answer was an unequivocal “yes,” and here is why. We are both of an age at which chats with friends and family revolve around

ailments and medication more often than we would like to admit. And, as healthcare industry professionals, we are often asked

probing questions such as whether a vaccine really has as many side effects as the label says; why a drug costs so much; or why it has taken

so long to develop an Alzheimer’s drug.

Of course, this book is not written for our friends and family members, but really for the regulatory professionals who need to have the

answers to such questions.

So where do we find the answers? Sadly, the information is all over the place — there is an article here, a book chapter there. Some

are in Chinese; some are in English; and others in yet another language. There was no single, comprehensive source for a global regulatory

perspective on drugs and biologics.

And that is why this book is an absolute necessity for regulatory professionals globally. Does it give you the answers to all and every-

thing? That would be wishful thinking. It does, however, give you, dear reader, the single best source of authoritative regulatory information

and guidance that our collaborative of more than 50 global expert authors and we, as editors, can bring you.

We sincerely hope you will enjoy reading it and glean helpful bits of information that answer your questions — and maybe even those of

your families and friends. And if you have a minute, do let us know your feedback.
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