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A double-blinded, randomized, controlled study shows that use of flavored intra-oral discs made 
only of food ingredients that slowly dissolve during sleep (OraCoat XyliMelts, OraHealth Corp.) 
significantly reduce the symptoms of heartburn and reflux caused by gastro-esophageal reflux 
disease (GERD).  The study was approved by the Western Institutional Review Board and the 
US Food and Drug Administration.  A full report has been submitted for peer review and 
publication in a scientific journal.   

For two weeks, each subject provided daily responses to nine questions listing common GERD 
symptoms that might have occurred during the prior night’s sleep.  These responses provided 
baseline values that allowed comparison with values gathered during an additional 14 days of 
product use.  The subjects were then randomized into one of the two groups.  Twenty-six 
subjects in group one used XyliMelts discs delivered in unmarked packaging (the product of 
interest).  Twenty-seven subjects in group two used a sweetened water based gel delivered in an 
unmarked white tube (the placebo).  Neither the subject nor the research coordinator receiving 
the questionnaire answers knew which product was being used by the subject during data 
acquisition.   

Comparisons were made within and between groups for all outcome variables.  These included 
reflux taste, reflux severity, heartburn sensation, heartburn severity, night time dry mouth, 
morning voice hoarseness, and antacid use each night.  Statistical analysis was performed with 
the Mann-Whitney U test and T-tests.   

Subjects in each group were first compared based on their initial and subsequent intervention 
responses.  These analyses showed that the disc and gel groups demonstrated significant 
reduction in the taste of reflux, perceived reflux severity, the sensation of heartburn and its 
severity, morning hoarseness and the number of antacids use during the night.  When the disc 
and gel groups were compared with each other for relative treatment efficacy, the disc subjects 
were shown to demonstrate significantly greater improvement in heartburn intensity than the gel 
subjects.    

Conclusion 

This study supports the use of OraCoat XyliMelts discs as an adjunctive remedy for reducing 
reflux and heartburn symptoms during sleep in patients with GERD.  It may be especially helpful 
for individuals seeking a supplementary strategy for managing the condition.  The product was 
well tolerated and not associated with adverse reactions.   
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