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Must Whole Patent Be Nixed To Forfeit 180-Day Exclusivity?
By Jaimin Shah and Steve Auten (July 25, 2018, 1:09 PM EDT)
What happens to a first applicant’s 180-day exclusivity when the Federal Circuit
issues a final decision rendering only the asserted claims (i.e., less than all claims)
of a patent invalid or not infringed? Is such a finding sufficient to trigger forfeiture
of the exclusivity under the statute? Our research has not found a court or U.S.
Food and Drug Administration decision that has yet considered this
question.[1],[2]
The failure-to-market provision requires a final decision as to “the patent,” but
brand companies often assert less than all of the patent claims.
On its face, one of Hatch-Waxman’s forfeiture provisions states that a first
applicant forfeits the 180-day exclusivity when it fails to market its generic drug
within 75 days of a final invalidity or noninfringement decision as to “the patent,”
not merely the asserted claims:
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[i]n an infringement action brought against [the first paragraph IV] applicant
with respect to the patent or in a declaratory judgment action brought by
that applicant with respect to the patent, a court enters a final decision
from which no appeal … has been or can be taken that the patent is invalid
or not infringed.[3]
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In practice, however, brand companies nearly always assert less than all claims of
their patents against generic defendants. This is largely for the efficiency of the
parties and the court, as adjudication of every patent claim is usually unnecessary to resolve
infringement and validity issues.
For further consideration, Section 282 of the Patent Act provides that “[e]ach claim of a patent … shall
be presumed valid independently of the validity of other claims; dependent or multiple dependent
claims shall be presumed valid even though dependent upon an invalid claim.”[4] Thus, because each
claim stands on its own, an invalidity or noninfringement decision as to less than all claims is arguably
not a decision as to “the patent.”
This important issue will eventually arise, and a recent case was very close. Only an “at-risk” launch by
the first applicant (itself a rare event) mooted the issue with the same case now before the U.S.
Supreme Court on an unrelated issue.

That case concerns generic versions of Aloxi (palonosetron HCl) injection, which is marketed by Helsinn
Healthcare SA. Helsinn asserted four patents, but less than all claims, against Teva Pharmaceuticals USA
Inc., Sandoz Inc. and Dr. Reddy’s Laboratories Ltd. in response to their paragraph IV abbreviated new
drug application submissions and related notification.[5] While Sandoz and Dr. Reddy’s settled their
cases, Teva’s litigation continued.[6] Teva argued, among other things, that the asserted claims were
invalid as anticipated under § 102’s on-sale bar provision.[7]
While the district court held the asserted claims to be valid and infringed, the Federal Circuit reversed
based on the on-sale bar thereby invalidating the asserted claims.[8] The court denied Helsinn’s petition
for rehearing en banc[9], and the mandate issued on Jan. 29, 2018.[10] Within 75 days of the mandate,
all three generic defendants — who share the 180-day exclusivity — launched their products and
triggered the 180-day exclusivity period. Teva launched first “at risk” followed by Dr. Reddy’s and
Sandoz.[11] With the 180-day exclusivity triggered, the forfeiture issue became moot, and one can
speculate that the prospective forfeiture was a reason behind Teva’s launch.
A case or controversy is needed with respect to unasserted claims.
Unasserted claims of a patent can be litigated if the alleged infringer can show that there is a live case or
controversy with respect to those claims. If, however, a brand company narrows the dispute to less than
all claims during the litigation, a court may hold that there is no longer a case or controversy concerning
the unasserted claims.[12] A covenant not to sue on the unasserted claims may also extinguish the case
or controversy.[13] Thus, generally, an alleged infringer will likely be unable to include unasserted claims
in litigation, absent a showing of circumstances giving rise to a live case or controversy (which may
usually be shown by linkage to the 180-day exclusivity, as explained below). There thus must be a sound
strategy for later applicants to trigger forfeiture of the first applicant’s 180-day exclusivity.
How can later applicants trigger forfeiture?
Until a court is forced to interpret the failure-to-market provision, a later applicant can consider the
following strategy to trigger the first applicant’s forfeiture of the 180-day exclusivity.
As a threshold matter, a later applicant needs to assert and maintain noninfringement and/or invalidity
counterclaims against all the claims of each Orange Book patent linked to the exclusivity, even if the
brand company asserts less than all such patents or later narrows the scope of the litigation to less than
all claims. This should preserve the challenge to the unasserted claims and therefore declaratory
judgment jurisdiction.[14] Under the Hatch-Waxman Act, the brand company’s listing of a patent in the
Orange Book creates a case or controversy, as that listing poses a barrier to market entry, constituting
an economic injury that is redressable by declaratory judgment.[15] Even if a brand company asserts
fewer than all the claims of a listed patent, a case or controversy would exist with respect to the entire
patent such that a district court should not deny jurisdiction as to the unasserted claims.
Having preserved the challenge to the unasserted claims as such, a later applicant may argue that
limiting the statutory phrase “the patent” in the forfeiture provision to include unasserted claims
impermissibly leads to an absurd result. The absurd result doctrine precludes a strict reading of a statute
that leads to a result ostensibly at odds with the legislative intent.[16] Applied here, Hatch-Waxman was
designed to accelerate the market entry of generic drugs and incentivize early paragraph IV challenges.
As the plaintiff, a brand company controls which claims of its patent(s) are asserted in litigation.[17]

There are few scenarios more perverse to the policies of Hatch-Waxman than to permit a brand
company to unilaterally prevent forfeiture of the 180-day exclusivity (thus preventing additional
competition) by asserting less than all of a patent’s claims against a generic applicant, assuming a court
were to interpret the forfeiture provision to require a decision on all claims. Such a position would only
exponentially increase the cost of litigation for all those claims, and the judiciary’s time for adjudicating
them. The more sensible rule is that forfeiture is triggered by a final decision on the asserted claims, not
the patent as a whole. Time will inevitably tell whether a court and FDA agree with that position.
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