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In the world of drug development, clinical issues and statistical issues cannot be separated. All are scientific and all use applied logic. However, safety monitoring in pharmaceutical industry clinical trials through data monitoring committees (DMCs) is both an art and a science, requiring the use of sound judgment as well as sound scientific method.
In Data and Safety Monitoring Committees in Clinical Trials, Jay Herson applies his years of experience serving on and providing statistical support to DMCs. He reviews the current state of DMCs and the best practices that have evolved using the same lively approach he employed when writing Herson’s Handout for the ALA newsletter Under the Curve, 1991–2004.     

Defining the stewardship role and inner workings of DMCs, Dr. Herson —  

	Describes a DMC’s interactions with sponsors, data analysis centers, institutional review boards, and regulatory agencies   
	Examines the biases and pitfalls in analyzing safety data, as well as other clinical issues including the distinction between adverse events, serious adverse events, and severe adverse events   
	Presents those statistical methods useful for DMCs, illustrated with data from actual clinical trials   
	Demonstrates how physicians think differently about safety data than statisticians, and explains why both views are needed
With regulatory agencies worldwide now facing considerable challenges, it is important that those involved with trials review the direction and effectiveness of DMCs. Providing a perspective that few can match, Dr. Herson fully explains the types of decisions DMCs are called upon to make as well as the environment in which they are made, taking into consideration the cultural, political, and clinical issues that require the use of good sense along with good science.    

       About the Author




Jay Herson is a professor at Johns Hopkins University in Baltimore, Jay Herson. During the past 30 years he has developed methods for design and analysis of clinical trials with planned interim analyses and sample size re-estimation. He organized and chaired the first data monitoring committee in the pharmaceutical industry and helped the FDA draft a guidance document on data monitoring committees.
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MPLS-Enabled Applications: Emerging Developments and New TechnologiesJohn Wiley & Sons, 2005
Our aim in writing this book was to describe the latest developments
in MPLS. The field is moving so fast that some new applications of
MPLS have already been deployed in production networks, yet are
not described anywhere in book form. In many cases, the only
available resources are the IETF drafts which list the extensions...

	[image: ]	[image: ][image: Visual C++ in 12 Easy Lessons/Book and Cd-Rom]

Visual C++ in 12 Easy Lessons/Book and Cd-RomSams Publishing, 1995
Visual C++ in 12 Easy Lessons is aimed primarily at beginning programmers who have never programmed or have
never seen a C++ program. Text, questions, exercises, and numerous program listings are aimed at both beginning
programmers and those new to Visual C++.

If you already program but have never had the time to tackle Visual...
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Analogue Electronic Circuits and Systems (Electronics Texts for Engineers and Scientists)Cambridge University Press, 1991

	This is a fundamental book on analogue circuitry for students of electrical and electronic engineering. Analogue circuits are used in various fields, such as microcomputer interaction and computer-aided design (CAD). Topics covered include transistor circuit techniques and amplifiers, operational amplifiers, oscillators, phase locked loops,...
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Protect Your Wealth from the Ravages of Inflation: A Three-Step MethodApress, 2011

	Protect Your Wealth from the Ravages of Inflation is for people who have financial assets to protect in an unpredictable, inflationary environment. Maybe you have tried traditional financial advice, financial planning, and passive investment management techniques and you’re still losing ground. Maybe you’re worried that...
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Computational Optimization, Methods and Algorithms (Studies in Computational Intelligence)Springer, 2011

	
		Computational optimization is an important paradigm with a wide range of applications. In virtually all branches of engineering and industry, we almost always try to optimize something - whether to minimize the cost and energy consumption, or to maximize profits, outputs, performance and efficiency. In many cases, this search for...
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SAS 9.1.3 Language Reference: Dictionary, 3-Volume SetSAS Institute, 2004
New and enhanced features in Base SAS save you time, effort, and system resources by providing faster processing and easier data access and management, more robust analysis, and improved data presentation.

	 By using new SAS system options that enable threading and the use of multiple CPUs, the following SAS procedures take...
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