Generic Skinny labels and Pioneer Secondary Patents Impact on Pharmaceuticals
By Kurt Jacobs

In the world of pharmaceuticals, generic drugs are encouraged as a means to decrease the
cost of medications. The Hatch-Waxman act was developed to balance incentives for both
pioneer and generic drugmakers.! The Hatch-Waxman act provides an abbreviated route for
generic drug approval.? Abbreviated new drug application (ANDA) allows generic drugs to get
through FDA approval and enter the market once the pioneer drug’s patents have expired. It
allows the use of the pioneer drug’s approval to significantly reduce the costs of the FDA
approval, which has incentivized more generic drugs.®

However, this process can be hindered when pioneer drugs receive secondary patents
which effectively prolong a drugs patent protection beyond the life of the original patent.* This is
often called patent evergreening, or is associated with patent thickets. The concern with
evergreening is that the scientific and industrial benefits of secondary patents are seemingly
minor compared to the societal costs of patent exclusivity. In an ideal patent system, all
improvement should be incentivized, while unnecessary exclusion of competition should be
minimized.

Our current patent system does allow for generic drug use for older inventions with
expired patent terms. And the secondary patents that are problematic are able to be challenged in
the USPTO review processes.® But frequently the secondary patents are not challenged. Often
because patent challenges are considered cost prohibitive or are ineffective against drugs with a
thicket of patents protecting them.®

Instead, skinny labels are used where the drug approval is based on usage for the expired
patent applications only. IP protections are intended to work this way, when patents expire, they
become publicly available. But skinny labels in the context of known generic bioequivalence to
the pioneer drug, and state laws requiring generic preference can combine to encourage off label
usage which may infringe secondary, still active, patents.

When secondary patents are considered burdens, this type usage wouldn’t be problematic
to the general public, but this usage can still be detrimental. If secondary patents aren’t respected,
then the incentive for subsequent improvements on existing drugs disappears. This is not an ideal
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outcome because researching into additional drug uses for developed drugs is still a valid,
valuable, and costly endeavor which should be pursued. And in the context of patentability,
developing a new medical use for an existing pharmaceutical can be a novel ground for
patentability”’.

While skinny labeling may provide a means to circumvent problematic secondary
patents, it is still non-ideal because secondary patents can be societally valuable and alternatively
because it makes challenging secondary patents a disfavored option. This combination
contributes to problematic secondary patents remaining in force and discouraging potentially
innovative secondary patents.
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