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District Court: Factual Disputes Preclude Application of Safe Harbor to Gene

Editing Technology at the Pleading Stage
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The District of Delaware recently denied a motion to dismiss a patent infringement

complaint involving gene editing technology that sought relief under the Safe Harbor

Provision of the Hatch-Waxman Act. Speci�cally, the court found the patentee’s complaint

su�ciently alleged at least some uses of the claimed technology that, when taken as true,

were not solely uses of a “patented invention” that were “reasonably related” to an FDA

submission.

The patents in this case claimed gene editing tools known as bi-directional insertion

templates (BDITs) and methods of their use. The patentee accused the defendant of using its

patented BDITs for the research, identi�cation and optimization of therapeutic candidates.

As an example, the complaint alleged that defendant uses the BDITs as a platform technology

to collaborate with other entities to develop therapeutic candidates. The defendant moved

to dismiss the complaint, arguing that its accused research activities were reasonably related

to obtaining FDA approval, and thus immunized by the Safe Harbor provision of the Hatch-

Waxman Act. The defendant argued that it developed its BDIT platform before the asserted

patents issued, and its current activity was limited to late-stage development of therapies for

FDA approval where the BDITs were incorporated into the therapeutic candidate.

In denying the motion, the court found it could not resolve on a motion to dismiss whether

the accused uses of the BDITs were solely for uses reasonably related to obtaining FDA

approval. The court noted that the Supreme Court construed “patented inventions” as used

in the Hatch-Waxman Act to mean instrumentalities that are subject to premarket approval.
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Here, the patentee alleged that defendant’s BDITs were used as a tool to generate and

identify therapeutic candidates, but the BDITs would not themselves be subject to FDA

approval. Thus, at least at the pleading stage, patentee’s allegations were su�cient to

preclude application of the Safe Harbor. The court further determined that patent owner’s

allegations regarding defendant’s collaborations with other entities to develop therapeutics

and defendant’s experimentation to identify potential candidates, when taken as true,

re�ected commercial activity not reasonably related to obtaining FDA approval. And for this

additional reason, the allegations were su�cient to survive a motion to dismiss.

Despite this result, the court acknowledged that BDITs present a “tricky fact pattern” because

they are tools that have the potential to be incorporated into the �nal therapeutic candidate.

But here again, the court found that it could not distinguish between early stage

development and uses that actually do become part of the therapeutic. 

Practice Tip: While the Safe Harbor Provision a�ords some protection from claims of patent

infringement, those protections are not absolute. As this case demonstrates, it is important

to distinguish between technology that will be the subject of FDA review and technology

that is used as a tool in development. While the former is likely protected under the Safe

Harbor, the latter may fall outside its protections.
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