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Considerations on in vitro phosphate binding experiments
for lanthanum carbonate chewable tablets
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[ Abstract] Lanthanum carbonate chewable tablets were approved as a phosphate binder indicated to reduce
serum phosphate in patients with end stage renal disease by the US FDA in the year of 2004. Lanthanum carbonate
is a gastrointestinal ( GI) tract locally acting drug. The oral absorption of lanthanum carbonate is very low, so the
conventional in vivo bioequivalence study with a pharmacokinetic (PK) endpoint is not feasible. The FDA recommended
in vitro dissolution testing and phosphate binding studies to demonstrate bioequivalence of lanthanum carbonate
preparations. Based on the literatures and guidance issued by FDA, this article discussed the in witro phosphate
binding research of lanthanum carbonate chewable tablets from the aspects of methodology, experimental design and
data analysis, hoping to provide references for the development of the generic drugs.
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