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  Purpose

This PoC study is designed to assess the cognitive effects of doses of AQW051 in patients with chronic stable schizophrenia.

Condition 	Intervention 	Phase
Schizophrenia
	Drug: Placebo (single and multiple doses)
Drug: AQW051 2 mg (single and multiple doses)
Drug: AQW051 15mg (single and multiple doses)
Drug: AQW051 100mg (single dose), and 50mg (multiple doses)
	Phase II

Study Type: 	Interventional
Study Design: 	Allocation: Randomized
Intervention Model: Crossover Assignment
Masking: Double Blind (Subject, Investigator)
Primary Purpose: Treatment
Official Title: 	A Randomized, Double-blind, Placebo-controlled, Cross-over, Single-dose Study to Evaluate the Effects of AQW051 on Cognitive Function in Patients With Chronic Stable Schizophrenia Including a One Week Multiple-dose Extension to Assess the Persistence of Observed Effects

Resource links provided by NLM:

MedlinePlus related topics: Schizophrenia
U.S. FDA Resources

Further study details as provided by Novartis:

Primary Outcome Measures:

    * Effects of single oral doses of AQW051 versus placebo on cognitive function as measured by selected CogState tests [ Time Frame: 132 days (screening to study completion) ] [ Designated as safety issue: No ]


Secondary Outcome Measures:

    * Effects of single oral doses of AQW051 versus placebo on cognitive function as measured by selected MATRICS Consensus Cognitive Battery (MCCB) tests [ Time Frame: 132 days (screening to study completion) ] [ Designated as safety issue: No ]
    * Effects of multiple oral doses of AQW051 versus placebo on cognitive function as measured by selected CogState tests and selected MCCB tests [ Time Frame: 132 days (screening to study completion) ] [ Designated as safety issue: No ]
    * Correlation of the cognitive domains measured by MCCB versus CogState [ Time Frame: 132 days (screening to study completion) ] [ Designated as safety issue: No ]
    * Pharmacokinetics, safety and tolerability of single and multiple doses of AQW051 as compared to placebo [ Time Frame: 132 days (screening to study completion) ] [ Designated as safety issue: Yes ]


Estimated Enrollment: 	32
Study Start Date: 	May 2010
Estimated Primary Completion Date: 	September 2011 (Final data collection date for primary outcome measure)

