
 

Drugmaker settles with FDA in fish-oil drug
marketing case

March 8 2016

The maker of a prescription fish-oil drug says it has reached a legal
settlement that will allow it to promote unapproved uses of its drug for
lowering fat levels. 

The closely watched case between Amarin and the Food and Drug
Administration could strengthen drugmakers' ability to promote drugs
for uses that have not been approved as safe and effective by regulators. 

In August, Amarin won a surprise victory over the FDA when a U.S.
District Court judge ruled the company had a First Amendment right to
distribute journal articles about unapproved indications for Vascepa,
which lowers a type of fat in the bloodstream. 

Amarin said in a statement Tuesday that the FDA agreed to be bound by
the earlier court decision. 

An FDA spokeswoman could not immediately comment. 
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