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095  1997095 

171  AMI 171 

183  AMI 183 

200  AMI 200 

2782  MRD#US972782 

3358  MRD#US973358 
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Briefing Document Organization 

• Part 1 of this document presents the executive summary. 
• Part 2 characterizes the heartburn consumer. 
• Part 3 presents summaries of the pathophysiology of heartburn and the clinical pharmacology 

of Ome.  This information will be of utility in understanding the results of the clinical trial 
data from the OTC Ome-Mg program. 

• Part 4 provides an overview of the OTC Ome-Mg clinical program. 
• Part 5 summarizes the efficacy data from the six pivotal clinical trials: four prevention trials 

and two relief trials. 
• Part 6 summarizes the data from the five consumer use trials. 
• Part 7 presents a summary of the various safety data from the OTC and prescription (Rx) 

clinical trials, as well as a review of the global post-marketing surveillance data. 
• Part 8 reviews safety in areas of specific considerations. 
• Part 9 reviews the potential for long-term gastric effects. 
• Part 10 reviews the masking of serious disease. 
• Part 11 reviews rebound of gastric acid secretion. 
• Part 12 reviews selected adverse events such as anaphylaxis, angioedema, hepatic function, 

and visual disturbances. 
• Part 13 contains overall safety conclusions. 
• Part 14 provides the reference citations. 


