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List of failed AD trials keeps growing…



Challenges in neurology

• Limited understanding of the underlying biology 

• Lack of validated biomarkers

• Lack of predictive disease models

• High cost and duration of clinical trials

• Operational challenges with multi-site trials

• Insufficient sharing of data

• Clarity on regulatory requirements
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Recent Release of the Early AD FDA Guidance



Integrated approach is the way forward



Session topics:

Can application of quantitative clinical pharmacology improve early 
clinical development success in neurodegenerative diseases?

Gianluca Nucci, PhD
Vice President, Clinical Pharmacology, Early Clinical Development, Pfizer. Inc.

Translation from bench to bedside: PET tracers for use in neuroscience 
drug development

Eric D Hostetler, PhD
Executive Director, Translational Biomarkers, Merck & Co., Inc.

Model-informed biomarker qualification: Alzheimer and Parkinson 
disease neuroimaging biomarkers

Daniela J Conrado, PhD
Associate Director, Quantitative Medicine, Critical Path Institute

Item response models for translation in CNS disorders
Mats Karlsson, PhD

Prof of Pharmacometrics, Dept. of Pharm Biosciences, Uppsala University



Session objectives

At the end of this session, the audience will:

• Understand the challenges unique to neurodegenerative 
disorders including disease heterogeneity, slow disease 
progression, and large inter-patient variability

• Learn about the integrated quantitative strategies being 
implemented in the neuroscience area utilizing biomarkers 
and translational approaches to inform early and late stages 
of drug development
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