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                The new provision takes inspiration from an older, ongoing system intended to incentivize the production of generic drugs in the United States that was instituted in 1984 as part of the Hatchâ€“Waxman Act. Under Hatchâ€“Waxman, the first generics company to file and receive approval for what's known as an 'Abbreviated New Drug Application' (ANDA) for the generic version of a patented brand-name drug receives six months of market exclusivity. During this period of market exclusivity, other generics companies cannot sell their version of the product. This has bred a culture of fierce competition among drugmakers who wish to make generic versions of certain medications. Generics companies have even been known to challenge the US Food and Drug Administration (FDA) when they feel that this market exclusivity has been wrongly granted to a competitor. An analysis by Nature Medicine has found that more than 40 such lawsuits were filed against the FDA over a ten-year span.
Market data collected over the past several decades underscore how much the Hatchâ€“Waxman Act has encouraged the production of generics. In 1983, prior to the passing of the law, generics made up only 19% of the overall market share. By 1994, that number had risen to 36%1, and in 2015, 87% of all prescribed drugs were generics2.
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