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5. In Vitro Alcohol Dose Dumping Studies 
 
Dissolution profiles were generated on proposed lorcaserin HCl ER tablets, 20 mg (commercial 
formulation APD356-2014-04) using media containing 0%, 5%, 20%, and 40% alcohol USP to determine 
the effects on the release rate of lorcaserin from the dosage unit as shown in Figure 3.  The Applicant 
concluded that when compared to baseline (0% alcohol), no dose dumping is observed within first 2 hours 
for all the alcohol concentrations tested.  The Applicant also reported that the degrees of alcohol effect on 
dissolution profiles observed seemingly are not consistent with increasing alcohol concentration, which is 
unlikely due to a reduced solubility of lorcaserin HCL in the dissolution media (from 2.7.1 Summary of 
Biopharmaceutics Studies and Associated Analytical Methods). 
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