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		Biologic drug products are therapeutic moieties that are manufactured using a
	
		living system or organism. These are important life-saving drug products for
	
		patients with unmet medical needs. They also comprise a growing segment
	
		in the pharmaceutical industry. In 2007, worldwide sales of biological products
	
		reached $94 billion US dollars, accounting for about 15.56% of the pharmaceuti
	
		cal industry’s gross revenue. Meanwhile, many biological products face losing
	
		their patents in the next decade. Attempts have been made therefore to establish
	
		an abbreviated regulatory pathway for approval of biosimilar drug products, i.e.,
	
		follow-on (or subsequently entered) biologics of the innovator’s biologic prod-
	
		ucts, in order to reduce cost. However, due to the complexity of the structures
	
		of biosimilar products and the nature of the manufacturing process, biological
	
		products differ from the traditional small-molecule (chemical) drug products.
	
		Although the concepts and principles for bioequivalence and interchangeability
	
		could be the same for both chemical generics and biosimilar products, scien
	
		tific challenges remain for establishing an abbreviated regulatory pathway for
	
		approval of biosimilar products due to their unique characteristics.
	


	
		This is intended to be the first book entirely devoted to the design and
	
		analysis of analytical similarity assessment, including tests for similarity in
	
		critical quality attributes at various stages of the biosimilar product develop
	
		ment manufacturing process. It covers all of the statistical issues that may
	
		occur at various stages of biosimilar product research and development.
	
		The goal of this book to provide a useful desk reference and a state-of-the
	
		art examination of this subject area to (i) scientists and researchers engaged
	
		in pharmaceutical/clinical research and development of biologic products,
	
		(ii) those in government regulatory agencies who have to make decisions on
	
		the review and approval process of biological regulatory submissions, and
	
		(iii) biostatisticians who provide the statistical support to the assessment of
	
		analytical similarity of biosimilar products. It is my hope that this book can
	
		serve as a bridge between the pharmaceutical/biotechnology industry, gov
	
		ernment regulatory agencies, and academia
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Boost C++ Application Development Cookbook - Second Edition: Recipes to simplify your application developmentPackt Publishing, 2017

	Learn to build applications faster and better by leveraging the real power of Boost and C++


	About This Book

	
		Learn to use the Boost libraries to simplify your application development
	
		Learn to develop high quality, fast and portable applications
	
		Learn the relations between...
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Supply Chain Collaboration: Roles of Interorganizational Systems, Trust, and Collaborative CultureSpringer, 2012

	To survive and thrive in the competition, firms have strived to achieve greater supply chain collaboration to leverage the resources and knowledge of suppliers and customers.  Internet based technologies, particularly interorganizational systems, further extend the firms’ opportunities to strengthen their supply chain partnerships...
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ASP.NET 2 For Dummies (Computer/Tech)For Dummies, 2005
Create interactive Web pages with ASP.NET 2.0!
    Create dynamic data-driven Web apps on demand, without prior programming experience!    

    Not a pro at Visual Basic® or C#? Don't let that stop you from moving into more sophisticated Web applications. Whether you're a nonprogrammer, Web...
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AD HOC NETWORKS: Technologies and ProtocolsSpringer, 2004
Wireless mobile networks and devices are becoming increasingly popular as
they provide users access to information and communication anytime and anywhere.
Conventional wireless mobile communications are usually supported
by a wired fixed infrastructure. A mobile device would use a single-hop wireless
radio communication to...
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Practical Software Project Estimation: A Toolkit for Estimating Software Development Effort & DurationMcGraw-Hill, 2010

	Product verifiable, defensible, and achievable software estimates


	Based on data collected by the International Software Benchmarking Standards Group (ISBSG), Practical Software Project Estimation explains how to accurately forecast the size, cost, and schedule of software projects. Get expert advice on generating accurate...
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Data-Driven Marketing: The 15 Metrics Everyone in Marketing Should KnowJohn Wiley & Sons, 2010

	NAMED BEST MARKETING BOOK OF 2011 BY THE AMERICAN MARKETING ASSOCIATION


	How organizations can deliver significant performance gains through strategic investment in marketing


	In the new era of tight marketing budgets, no organization can continue to spend on marketing without knowing what's working and...
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