



SUMMARY (1572-Box 8)
Name of Drug:
Levetiracetam (Keppra) 

Treatment Groups
 

and Sample Size:
60 total subjects
Design:   
A  42-day, 7 session, double blind, placebo-controlled crossover study. 

Estimated 

Length of Study:
42 days

Route of 
Administration: 
Oral

Regimen:  
14-day cycle taking the first study drug (levetiracetam or placebo) followed by a washout week and an additional 
14-day crossover cycle taking the first study drug (levetiracetam or placebo).  
Primary Objective: 
This study will evaluate the effectiveness of levetiracetam in reducing daily alcohol consumption. In addition, an examination of cognitive, decision-making, mood, analgesic, visual-motor, and attention altering effects of levetiracetam alone, alcohol alone, and the combination of the two will be assessed.


Study Population:   60 adults over the age of 21 in stable general health who are social drinkers will be enrolled in the study if they meet inclusion and exclusion criteria, and are willing to participate in the study.

Multicenter:   
No

Blinding:   
Double-blind

Randomization:   
Yes, subjects will be randomized as to which oral dosing regimen they receive

Sample Size
The sample size of 72 healthy volunteer subjects will be needed, as based on data from our previous studies of alcohol and experimental pain models.
Primary Efficacy  


Variable:   
 Daily alcohol and medication use diaries




Secondary Efficacy 

Variable:    
Cognitive, decision-making, mood, analgesic, visual-motor, and attention tasks

Primary Safety 
Vital Signs, breathalyzer


Variables: 
Adverse Events 
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