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Comparative Study on the Patent Linkage System 
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149)

Following the FTA between Korea and U.S., Korea would adopt the linkage rule 
for pharmaceuticals, which is modeled after the originating U.S. Hatch-Waxman 
regime. The concept of “linking” means that the relevant patents covering innovative 
pharmaceutical products, which was allowed by a regulatory body to market, could 
be related to the decision of the pharmaceutical regulatory body, like FDA, to approve 
or delay the approval of the generic version of drugs using the same patented 
pharmaceutical ingredient. Actually, the linkage system had been devised to allow 
the generic drugs to enter the market after the patents expires ASAP and also to 
promote the R&D for new innovative drugs by preventing the generic business from 
appropriating the patent of the new drugs without license from the patentees.  

However, this linkage system has been used to make a market entry barrier 
to the generic drugs by exploiting the automatic stay regulation for the generic 
approval process. The brand drug companies usually devote themselves to devising 
so called ‘me-to-drugs’, which are different from new drugs in the strength, 
formation, and dosage, not a pharmaceutical effect. The flaws in the linkage could 
lead to the result that the brand company can keep their monopoly position in 
a relevant market by listing secondary revised patents in the patent list. Recently, 
in 2003 and 2006, the U.S. and Canada amended their acts on the linkage regime 
to correct the previous problems, but it was not successful. The success of the 
linkage system can be granted by whole cooperation among social background 
systems like the strict enforcement of antitrust law, the process for the generic 
to claim to remove an incongruent patent form the patent list and etc.  

In this article, we will study on the requirements allowing Korea to adopt the 
patent linkage system in pharmaceutical industry successfully by comparing the 
systems of U.S. with those of Canada. Moreover, the reason why Canada fails 
to prevent multiple patents from being enlisted in the patent list can be illustrated 
by comparing the role of competition agencies in the two countries. 
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