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* ‘PhRMA Working Group on Adaptive Designs:
Introduction to the Full White Paper’ PhRMA 2006

» ‘Reflection paper on methodological issues 1n
confirmatory clinical trials with flexible design and

analysis plan” EMEA 2006

« Adaptive Design Clinical Trials for Drugs and
Biologics (draft), FDA 2010.
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|. Introduction
[l. Back ground
lll. Description of and motivation for adaptive designs

I\VV. General concerns associated with using adaptive design in drug
development

V. Generally well-understood adaptive design with valid approaches to
implementation

VI. Adaptive study designs whose properties are less well understood

VII. Statistical consideration for less well-understood adaptive design
methods

VIIl. Safety considerations in adaptive design trials
|X. Content of an adaptive design protocol
X. Interactions with FDA when planning and conducting an adaptive design

Xl. Documentation and practices to protect study blinding and information
sharing for adaptive designs

Xll. Evaluating and reporting a completed study
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