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A Clear and Successful Pathway for
Regulatory Endorsement of QDDTs

C-Path pioneered the pathway for 
Regulatory endorsement (Fit For 
Purpose) of Quantitative DDTs

http://www.fda.gov/Drugs/DevelopmentApprovalProcess/ucm505485.htm

http://www.ema.europa.eu/docs/en_GB/document_library/Regulator
y_and_procedural_guideline/2013/10/WC500151309.pdf

Romero K, et al. The future is now: Model-based clinical trial design for Alzheimer's disease. Clin Pharmacol Ther. 2015;97(3):210-4. 

http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2013/10/WC500151309.pdf
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• The EMA supports the primary objectives of the applicant and has decided to issue 
a Letter of Support to the CPAD Consortium

• To encourage industry sponsors to share the patient-level data from completed 
phase II and III clinical trials in the intended target population as defined in the COU 
statement, including active and control arms, with CPAD

• To encourage the CPAD team to disseminate and provide access to the current 
version of the model for implementation by sponsors actively designing clinical 
trials
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AD CTS: n=50
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AD CTS: n=200
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AD CTS: genetic enrichment
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AD CTS: baseline severity!
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MCI/HV CTS: n=400
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MCI/HV CTS: baseline severity
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MCI/HV CTS: biomarker enrichment!
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SO…

 There is a pressing need for a better-informed basis on which to design
clinical trials in neuroscience

 Science is directing us to conduct trials in even earlier stages of progressive
neurological disease – the information upon which to do so is limited

VISION IN ALZHEIMER’S DISEASE AS A TEMPLATE FOR PROGRESSIVE 
NEUROLOGICAL DISEASES

 To provide a disease progression model across the entire continuum of
Alzheimer’s disease (AD) – from the earliest stages to severe AD – providing
an invaluable tool that will aid in optimizing trial design & execution,
reduction of cost & time, and reduced patient burden



Thank you!
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