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PURPOSE RESULTS CONCLUSIONS

Mesalamine (5-aminosalicylic acid (5-ASA)) is an anti-
inflammatory drug indicated for the treatment of ulcerative colitis For Asacol®, the direct use of FaSSCoF in vitro dissolution data resulted in overprediction of PK

The developed PBPK model for 5-ASA and N-Ac-5-ASA adequately described the : :
(UC) and Crohn’s disease (CD). 5-ASA acts locally in the intestines P 2 4 profiles (AUC and Cmax fold errors 2.63 and 2.15, respectively).
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The developed PBBM-PBPK models resulted in reasonable prediction of 5-ASA and N-
Ac-5-ASA PK profiles from the different clinical PK studies. The in vivo release for both
Asacol® and Mesasal® was lower than the in vitro dissolution data. This highlights the
need for more biopredictive dissolution methods. The PBBM-PBPK approach

5-ASA) by N-acetyltransferase 1 (NAT1) in the intestinal wall and 800 mg Asacol® and its comparison to FaSSCoF in vitro dissolution data is shown in Figure 2. This | o " b e e i it
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predict the in vivo exposure of 5-ASA and N-Ac-5-ASA from

The scaled dissolution profile via IVIVR resulted in reasonable PK profile prediction for Asacol®

Asacol® in healthy subjects and Mesasal® in healthy and UC or CD 6 8 e - - - administration, shown in Figure 3.
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