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Protecting Patents Through 
Tribal Sovereign Immunity:  
A Failed Experiment
Gregory S. Asciolla 
Matthew J. Perez
Labaton Sucharow 
New York, NY

The Federal Circuit recently affirmed a Patent Trial and Appeals Board 
(PTAB) decision of first impression on whether an Indian tribe, which 
acquired an interest in patents previously owned by a pharmaceutical 

manufacturer, could intervene in and move to dismiss inter partes review 
proceedings (IPRs) on the basis of that tribe’s sovereign immunity.1 The 
PTAB ruled that tribal sovereign immunity did not warrant dismissal of the 
IPRs, and, in any event, the IPRs could proceed against the manufacturer 
because the manufacturer, not the tribe, was the true owner of the patents. 
The Federal Circuit affirmed, holding that tribal immunity did not bar IPRs.2 

This novel case involves the Saint Regis Mohawk Tribe’s (Tribe) acquisi-
tion of patents from Allergan for the blockbuster drug, Restasis®, which is 
prescribed to patients suffering from ocular inflammation associated with 
chronic dry eye disease. The facts underlying this action caught significant 
attention because of (1) the way in which the licensing deal between the 
Tribe and Allergan was structured, (2) the timing of the deal itself, and (3) 
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the perceived purpose of the deal. Quickly summarized, the deal 
was unusual because Allergan, the original owner of the Restasis 
patents, transferred its rights to those patents to the Tribe, and 
in exchange, the Tribe “licensed back” certain exclusive rights 
to Allergan, including the rights to commercialize the Restasis 
patents and prosecute infringement actions on the Restasis 
patents. For this licensing back of rights, Allergan was required to 
pay the Tribe $3.75 million each quarter. 

The timing of the deal raised suspicions because, when it was 
executed, Allergan was embroiled in a two-front war over its 
Restasis patents. On one front, Allergan was prosecuting an 
infringement action against several prospective generic competitors 
in federal court, where a bench trial on the validity and infringe-
ment of the Restasis patent had just finished.3 And on the other 
front, it was defending those same patents in IPRs brought by 
those same competitors. The IPRs, however, were particularly acute 
threats to Allergan’s patents because even if Allergan settled with 
one or more of its generic competitors (e.g., by giving the generic a 
license to the patents in dispute), the PTAB could still continue its 
review and ultimately issue a decision cancelling the patents. This 
would permit other prospective competitors to enter the market 
upon receiving Food and Drug Administration (FDA) approval. 

Lastly, some people suspected the deal was a sham and was only 
done for purposes of using the Tribe’s tribal sovereign immunity 
to quash IPRs that threatened Allergan’s Restasis patents and the 
monopoly profits it derived from Restasis sales. Allergan denied 
these contentions.

It is this last point—the avoidance of IPRs that could threaten 
Allergan’s right to exclude competing generic products to Restasis—
that raises the question: Can we expect to see more deals like the 
Allergan-Mohawk license? That is, will branded pharmaceutical 
manufacturers start assigning their rights to a tribe (or possibly 
another sovereign) and enter into concurrent licensing agreements, 
whereby the brand manufacturers hold significant rights to both 
commercialize the patent and defend it from would-be infringers, 
as a means of stalling generic entry and thwarting healthy competi-
tion that would lower prices for consumers? 

For the reasons discussed in more detail below, this is unlikely to 
be a recurring issue. First, the Federal Circuit’s ruling that tribal 
sovereign immunity does not apply to IPRs effectively ends the 
perceived benefit of such deals—to “rent” tribal immunity to avoid 
potentially adverse IPR rulings on suspect patents. Second, even 
if the Supreme Court were to reverse the Federal Circuit and hold 
that tribal immunity does apply, the PTAB’s ruling would still 
jeopardize any such deal that did not provide the tribe with signif-
icant rights to the patents. Third, even a better-structured deal that 
provided something closer to joint patent ownership would have 
risks. Joint ownership will likely force a tribe into patent litigation 
with a brand manufacturer that wishes to take advantage of the 
Hatch-Waxman Act’s 30-month regulatory stay on the approval 
of generic drug applications. In doing this, the tribe might expose 
itself to a potential waiver of its immunity not only in federal court, 
but also in IPRs, thereby limiting the value of any potential deal that 
contemplates the use of tribal immunity as a shield to IPRs. 

District Court Restasis Patent Proceedings 

Allergan received FDA approval to market Restasis in December 
2002, and, since then, Restasis has generated billions in sales.4 
Several generic competitors filed Abbreviated New Drug Appli-
cations (ANDAs), seeking FDA approval of generic versions of 
Restasis. Each included “paragraph IV” certifications against 
each Restasis patent that Allergan listed in the FDA’s Orange 
Book. By making these certifications, the generic manufacturers 
claimed that Allergan’s patents were invalid, unenforceable, or 
not infringed.5 As permitted under the Hatch-Waxman Act, 
Allergan sued each generic for patent infringement, with the first 
suit coming in August 2015 against Teva Pharmaceuticals, Akorn, 
Apotex, and Mylan Pharmaceuticals.6 

In its complaint against these generic manufacturers, Allergan 
claimed that each generic ANDA infringed U.S. Patent Nos. 
8,629,111; 8,633,162; 8,642,556; 8,648,048; and 8,685,930.7 Each 
generic manufacturer answered and asserted affirmative defenses 
or counterclaims for, among other things, a declaration of non-in-
fringement and invalidity of the asserted patents.8

As discovery proceeded and the matter approached trial, Allergan 
withdrew its claims of infringement on the ’162 and ’556 patents.9 
The parties agreed to try certain claims from the four remaining 
patents. In October 2017, after a week-long trial, the district court 
ruled that while the generics infringed the Restasis patents, they 
were ultimately invalid as obvious in light of prior art.10 

The Allergan-Mohawk Deal

The Saint Regis Mohawk tribe is a federally recognized Indian 
tribe with reservations in New York. According to the IPR Tribe 
Decision, the tribe was approached by a law firm “to engage in new 
business activities related to existing and emerging technologies, 
which may include the purchase and enforcement of intellectual 
property rights, known as the ‘Intellectual Property Project.’”11 

In connection with this venture, the Tribe entered into a “Patent 
Assignment Agreement” (the “Assignment”) with Allergan on 
September 8, 2017, whereby Allergan assigned to the Tribe a set of 
patents and patent applications related to Restasis. Further, under 
the Assignment, the Tribe would only waive its sovereign immu-
nity for actions brought by Allergan arising from the Assignment, 
but the Tribe otherwise agreed that it “will not waive its or any 
other Tribal Party’s sovereign immunity in relation to any inter 
partes review or any other proceeding in the United States Patent 
& Trademark Office or any administrative proceeding that may be 
filed for the purpose of invalidating or rendering unenforceable 
any Assigned Patents.”12 

Contemporaneous with the Assignment, Allergan and the Tribe 
entered into a “Patent License Agreement” (the “License”), in 
which the Tribe licensed back to Allergan an exclusive license 
to the Restasis patents for “all FDA-approved uses in the United 
States.”13 In addition, the License provided Allergan the first 
right to sue for patent infringement any competitor seeking to 
introduce “Generic Equivalents,” which the parties defined as any 
“drug product that requires FDA approval for sale in the United 
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States,” including those seeking ANDA approval for generic Resta-
sis.14 In exchange for these rights, Allergan was required to make 
an upfront payment of $13.75 million and fixed quarterly royalty 
payments of $3.75 million (or $15 million annually).15

Further, although the Tribe was the owner and licensor of the 
patents, its ability to commercialize and exploit the patents was 
very limited. For example, under the License, Allergan had the 
exclusive right to exploit and commercialize the licensed patents 
for all FDA-approved uses in the United States.16 Further, the Tribe 
agreed that it “shall not directly or indirectly develop, market or 
license any Competing Product, or engage in . . . activities that 
would and/or are intended to result in a Competing Product.”17 
A “Competing Product” under the License included not only 
“Generic Equivalents,” but also “any product . . . that is developed 
. . . for any indication that includes or is the same as any indica-
tion for which any Licensed Product [including, but not limited 
to, Restasis] is approved by the FDA.”18 And apart from the royalty 
payments, the Tribe was not entitled to any proceeds from any 
commercialization of the patents, including, for example, royalties 
from Allergan’s sales of Restasis.19 

Criticism of the Assignment and License was quick. A few days 
following the announcement, Mylan, who was being sued by 
Allergan for infringing its Restasis patents, filed papers arguing 
that “Allergan is attempting to misuse Native American sover-
eignty to shield invalid patents from cancellation,” and that 
Allergan had “admitted in other forums that [its] intent is to 
employ Native American sovereign immunity” in an attempt to 
“cut-off pending validity challenges with the Patent Office.”20  
In response to the Allergan-Mohawk deal, bills were introduced 
in the Senate that sought to strip tribes of their tribal immunity 
for purposes of IPRs.21 

The timing of the deal also was suspect. A patent trial on certain 
claims recently had concluded and a concurrent IPR concerning 
the same Restasis patents was well underway. After the parties 
notified the court of the deal, the court ordered, among other 
things, (a) limited, expedited discovery concerning the deal, (b) 
Allergan to describe what consideration it was given in exchange 
for the assignment of the Restasis patents to the Tribe, and (c) 
briefing on whether the Tribe should be added as a necessary 
party or whether the Assignment and License should be disre-
garded as shams.22 In response to the court’s order, the parties 
conducted limited discovery and submitted briefs on joinder of 
the Tribe. In its filings, Allergan conceded that the consideration 
for the assignment was the Tribe’s sovereign immunity.23

In an opinion permitting joinder of the Tribe in the pending patent 
suit, Judge Bryson—a Senior Judge of the Federal Circuit who 
was presiding over the Restasis patent trial—expressed “serious 
concerns about the legitimacy of the tactic that Allergan and the 
Tribe have employed.”24 He further stated that “when faced with the 
possibility that the PTO would determine that [its Restasis] patents 
should not have been issued, Allergan has sought to prevent the 
PTO from reconsidering its original issuance decision. . . . If that 
ploy succeeds, any patentee facing IPR proceedings would presum-
ably be able to defeat those proceedings by employing the same 

artifice.”25 Despite its reservations about the propriety of the deal, 
the court permitted joinder “in order to ensure that any judgment 
entered in this case will be protected against challenge on the 
ground that the proper parties were not all joined as plaintiffs[.]”26

The Restasis IPR Proceeding and Allergan-Mohawk Ruling

Restasis Generic Competitors Initiate IPRs

During the pendency of the patent litigation, the generic compet-
itors, including Mylan, Teva, and Akorn, filed petitions before the 
PTAB requesting inter partes review of the Restasis patents.27 In 
these petitions, the generic competitors argued that the Restasis 
patents were either obvious or anticipated in light of prior art and 
should be canceled.28 

By way of brief background, IPRs were a product of the America 
Invents Act29 and were intended to be a quicker and more efficient 
method through which patent challenges can be asserted and 
decided.30 When a challenger files a petition for initiation of an 
IPR, the PTAB can commence an IPR if “there is a reasonable 
likelihood that the petitioner would prevail with respect to at 
least 1 of the claims challenged in the petition.”31 If the PTAB 
commences an IPR and finds, by a preponderance of the evidence, 
that the challenged patent is invalid or should not have been 
issued, it can cancel the challenged patent.32 A notable distinction 
between IPRs and federal court proceedings is that even if the 
patentee and the challenger settle their dispute, the PTAB can 
continue the IPR and reach a decision on whether the challenged 
patent should be canceled or otherwise modified.33 Because a 
patent owner cannot necessarily avoid adjudication on the patent’s 
validity in an IPR—and thus, the potential loss of the patent 
owner’s ability to exclude competitors—even if the owner settles 
an unwanted challenge, IPRs pose a significant threat to patent 
owners. Further, such a determination has the potential to evis-
cerate a settlement previously reached.34 

While the petitions were pending and shortly after the Aller-
gan-Mohawk deal was finalized, Allergan and the Tribe moved to 
dismiss the IPRs on the grounds that the Tribe, as the owner of the 
patents-at-issue, was not subject to the jurisdiction of the PTAB 
due to tribal immunity.35 The generic competitors opposed Aller-
gan’s dismissal motion, arguing alternatively that (1) tribal immu-
nity did not bar IPRs, (2) the Allergan-Mohawk deal was a “sham,” 
and (3) Allergan—not the Tribe—was the real patent owner and 
thus the IPR could proceed against Allergan without the Tribe.36 

In light of the substantial public interest in the novel issues 
raised by the Allergan-Mohawk deal, the PTAB authorized third 
parties to file amicus briefs.37 In total, the PTAB received over a 
dozen amicus briefs from a wide-ranging group of stakeholders, 
including academics, trade associations, and other Native Amer-
ican tribes and associations.38

The PTAB Rules Against Allergan and the Tribe

On February 23, 2018, the PTAB ruled on the dismissal motion, 
holding that (a) tribal immunity did not apply to IPRs and thus 
did not provide grounds for dismissal; (b) Allergan, not the Tribe, 
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was the real owner of the patents and thus the IPR could proceed 
against just Allergan; and (c) the Tribe was not an indispens-
able party. Like the Eastern District of Texas, the PTAB did not 
expressly rule on whether the License and Assignment were 
“sham[s]” or otherwise unlawful.39 

Tribal immunity does not apply. As a threshold matter, the PTAB 
held that there was no binding authority on whether tribal 
immunity applied to IPRs. It distinguished Supreme Court 
precedent dealing with state sovereign immunity40 and relied on 
another Supreme Court decision, which held that “‘the immunity 
possessed by Indian Tribes is not co-extensive with that of the 
States.’”41 Further, the PTAB noted that because there was “no 
statutory basis to assert a tribal immunity defense in inter partes 
review proceedings,” it was reluctant to apply it here.42 

In addition, the PTAB found that, consistent with existing 
precedent, “‘general Acts of Congress apply to Indians . . . in 
the absence of a clear expression to the contrary.’”43 The PTAB 
concluded that the Patent Act was a general act of Congress, 
which subjected all patents to the conditions and requirements of 
the Patent Act, including IPRs.44 

The PTAB also distinguished IPRs from general litigation, where 
applying immunity would be more appropriate. Whereas in 
general litigation a private party may seek monetary or injunc-
tive relief against the Tribe—and thus, would require a court to 
infringe tribal sovereignty—in an IPR “there is no possibility 
of monetary damages or an injunction as a ‘remedy’ against the 
Tribe. Rather . . . the scope of the authority granted by Congress 
to the Patent Office with respect to inter partes review proceedings 
is limited to assessing the patentability of the challenged claims.”45 
IPRs’ focus on the challenged patent itself, rather than the owner 
of the patent or any other interested party, is further confirmed 
by the fact that the PTAB can continue with an IPR without the 
patent owner appearing or even when the patent owner and 
patent challenger settle their dispute.46 

Accordingly, the PTAB concluded that tribal immunity did not 
apply to IPRs. 

Allergan was the owner of the patents. Next, the PTAB consid-
ered whether, even assuming tribal immunity applied, the IPRs 
could proceed without the Tribe. This inquiry essentially required 
the PTAB to determine whether the Tribe was the owner of the 
patents at issue in the proceedings. Again, the PTAB agreed with 
the generic petitioners, finding that notwithstanding the Assign-
ment, because Allergan retained nearly all the rights to prosecute, 
enforce, exploit, and commercialize the patents, it was the de facto 
owner of the challenged patents. 

The PTAB considered a nine-factor Federal Circuit test to 
determine whether rights under the challenged patent belonged 
exclusively to the Tribe, namely: 

(1) the nature and scope of the right to bring suit; 
(2) the exclusive right to make, use, and sell prod-
ucts or services under the patent; (3) the scope of 
the licensee’s right to sublicense; (4) the reversionary 
rights to the licensor following termination or expi-

ration of the license; (5) the right of the licensor to 
receive a portion of the proceeds from litigating or 
licensing the patent; (6) the duration of the license 
rights; (7) the ability of the licensor to supervise and 
control the licensee’s activities; (8) the obligation of 
the licensor to continue paying maintenance fees; 
and (9) any limits on the licensee’s right to assign its 
interests in the patent.47

The PTAB found that each of these factors favored a finding 
that Allergan was the true owner of the challenged patents and 
therefore the IPR could proceed without the Tribe. For example, 
despite the Assignment, Allergan possessed the “first right to 
sue” generic competitors seeking approval of generic Restasis 
for infringement of the “assigned” patents. The PTAB found the 
Tribe’s “first right to sue for infringement unrelated to Generic 
Equivalents” as nothing more than “an illusory or superficial right 
to sue for infringement.”48 The second factor similarly favored a 
finding that Allergan owned the patents because Allergan had the 
“exclusive right to exploit the challenged patents ‘for all FDA-ap-
proved uses in the United States[.]’”49 The Tribe’s rights to exploit 
were de minimis because it could not develop or help others 
develop a Competing Product—i.e., any pharmaceutical product 
that could conceivably compete for sales with Restasis.50 Nor 
did the Tribe have a meaningful right to sublicense the Restasis 
patents to third parties (the third factor), obtain royalties from 
Allergan’s commercial sales of Restasis (the fifth factor), or control 
how Allergan used or defended the patents (the seventh factor).51 

Simply put, the PTAB concluded that “[b]ecause Allergan remains 
the effective patent owner, . . . these proceedings can continue 
with Allergan’s participation only, regardless of whether tribal 
immunity applies.”52 

Tribe was not an indispensable party. Lastly, the PTAB rejected 
the Tribe’s argument that it was an indispensable party to the 
IPR—meaning that the proceeding could not continue without 
its participation. First, the PTAB concluded that to the extent the 
Tribe’s joinder argument was based on Rule 19(b)—governing 
whether a court may proceed without joining a necessary party—
it was untenable because (1) the Federal Rules of Civil Procedure 
do not apply to IPRs, and (2) there was no analogous procedural 
rule governing IPRs.53 

Second, even if Rule 19(b) applied, the PTAB found that 
non-joinder of the Tribe was appropriate. Because Allergan and 
the Tribe had near identical interests in preserving the validity 
of the patent and would assert the same theories in defending 
the patentability of the challenged claims, Allergan’s continued 
presence would limit any prejudice to the Tribe if it could not 
be joined.54 By contrast, dismissing the IPRs would prejudice 
the petitioners because the “claims and patents litigated in the 
Eastern District of Texas are not co-extensive with the claims and 
patents challenged in these proceeding.”55 In addition, petitioners’ 
burden of proof in the IPR for justifying cancellation (prepon-
derance of the evidence) is different from that in federal court for 
showing invalidity (clear and convincing).56 As a result, the PTAB 
concluded that the Tribe was not indispensable to the proceedings. 
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Federal Circuit Affirms PTAB Conclusion That  
Tribal Immunity Does Not Bar IPRs

Both the St. Regis Mohawk Tribe and Allergan appealed the 
PTAB’s decision.57 The Federal Circuit, sua sponte, expedited 
briefing and argument.58 On July 20, 2018, the Federal Circuit 
affirmed the PTAB’s ruling that tribal immunity does not bar IPRs. 

After observing that tribal immunity is not a per se bar to federal 
agency action, the court noted that IPRs are neither purely inde-
pendent administrative agency actions nor party-driven adver-
sarial proceedings.59 Rather, the court held that it is a “‘hybrid 
proceeding’ with ‘adjudicatory characteristics’ similar to court 
proceedings.”60 Recent Supreme Court decisions in Oil States 
Energy Services v. Greene’s Energy Group, LLC and SAS Institute 
Inc. v. Iancu highlighted the hybrid nature of IPRs.61 

Yet, the court identified four reasons that made IPRs more akin 
to an independent administrative action than an adversarial 
proceeding, which would trigger the application of tribal immu-
nity. First, the court held that PTAB’s Director “possesses broad 
discretion in deciding whether to institute review.”62 Indeed, the 
Director can decline to initiate proceedings for reasons unrelated 
to the merits of the petition—e.g., “administrative efficiency or 
a party’s status as a sovereign.”63 This distinguishes IPRs from 
other administrative agency proceedings that adjudicate disputes 
between parties, such as those before the Federal Maritime 
Commission.64 As a result, the Federal Circuit held that an “IPR is 
more like cases in which an agency chooses whether to institute a 
proceeding on information supplied by a private party.”65 

Second, the court held that the lack of continued participation by 
parties in IPRs, once initiated, also makes IPRs less like adjudica-
tive proceedings. As the PTAB noted, the IPR can proceed even 
if the challenger declines to continue its participation.66 Because 
there is no need for a private party to continue its participation, 
the court held that this “reinforces the view that IPR is an act by 
the agency in reconsidering its own grant of a public franchise.”67

Third, the court held that the IPR procedures “do not mirror the 
Federal Rules of Civil Procedure.”68 For example, unlike federal 
court litigation, where a plaintiff is permitted to make significant 
amendments to its pleading, an IPR petitioner is only permitted 
to make “clerical or typographical corrections to its petition.”69 
Similarly, many of the discovery procedures available to litigants 
in federal court (or similar administrative fora) are absent in 
IPRs. Discovery is limited to “(A) the deposition of witnesses 
submitting affidavits or declarations; and (B) what is otherwise 
necessary in the interest of justice.”70 Nor do hearings in IPRs have 
the “hallmarks of what is typically thought of as a trial”: they “are 
short, and live testimony is rarely allowed.”71 

Fourth, the court held that the existence of other more “inquis-
itorial” procedures for patent challenges—e.g., ex parte or inter 
partes reexamination proceedings—does not mean that Congress 
intended tribal immunity to apply to IPRs.72 Indeed, the Tribe 
acknowledged that tribal immunity would not bar such proceed-
ings. And because ex parte and inter partes reexamination 
procedures share the same “basic purposes, namely to reexamine 

an agency decision,” the Federal Circuit held that tribal immunity 
should not attach to IPRs.73 

In sum, a majority of the Federal Circuit held that tribal immunity 
does not bar IPRs. Because it did so, the court declined to address 
the parties’ other arguments, including whether the Allergan-St.
Regis Mohawk deal was a sham.74 It also explicitly left open “the 
question of whether there is any reason to treat state sovereign 
immunity differently.”75

In a concurrence, Judge Dyk agreed with the majority’s holding, 
but wrote separately to provide additional context in the form of an 
extended discussion of the legislative history behind IPRs. Judge 
Dyk reasoned that this history “confirms that [IPR] proceedings 
are not adjudications between private parties” and “are fundamen-
tally agency reconsiderations of the original patent grant”—“pro-
ceedings as to which sovereign immunity does not apply.”76

Implications of the Allergan-Mohawk Deal 

The Federal Circuit’s holding that tribal immunity does not bar 
IPRs will likely end deals like those struck between Allergan and 
the St. Regis Mohawk Tribe—i.e., where a commercial entity 
attempts to “rent” the litigation immunities of a tribe or other 
sovereign. Although the Federal Circuit did not address the other 
arguments raised by the parties or comment on the applicability 
of state sovereign immunity to IPRs, should the Supreme Court 
take the case and reverse the Federal Circuit’s ruling, there are 
additional reasons to believe that the Allergan-Mohawk deal may 
still be “one-and-done.” 

For starters, the way in which the Allergan-Mohawk deal was 
structured made its purpose fairly transparent. It appeared that 
Allergan was simply “renting” the Tribe’s legal immunity to avoid 
adjudication on the validity of patents covering its billion-dollar 
drug. The deal gave no meaningful rights to the Tribe with respect 
to the patents Allergan assigned: The Tribe could not exploit or 
commercialize the patents; it could not sublicense them to those 
who could; it could not sue for infringement or control any litiga-
tion in connection with those patents; and it received no royalties 
for Allergan’s exploitation or commercialization of the one product 
covered by those patents. As the PTAB found, the rights the Tribe 
did possess were simply “illusory” and Allergan, which possessed 
all meaningful rights in the patents, was the de facto owner.77 

That said, pharmaceutical companies could structure deals 
that provide more substantive rights to Native American tribes 
(or even other sovereigns), such as co-equal rights to exploit, 
commercialize, and license the patents. Similarly, the parties could 
agree to a royalty structure that was contingent on the sales of any 
commercialization of a patent. A deal providing more substantive 
rights might pass muster with the PTAB and the courts. However, 
such a deal may not be a viable option because of the brand’s 
desire to pursue patent infringement litigation as a first option to 
protect its drugs from generic competition. 

To understand why this matters, take the following example: 
Assume that a branded pharmaceutical company enters into a 
co-license and development agreement with a Native American 
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tribe, whereby both parties have co-equal rights in the prosecu-
tion of certain patents and the commercialization of those patents. 
Through this arrangement, they develop a new drug; file a New 
Drug Application, which is approved; and jointly prosecute patents, 
which later issue. If a prospective generic competitor decides to file 
an ANDA with a paragraph IV certification, the branded pharma-
ceutical company and the tribe have a choice: sue within 45 days of 
receiving a paragraph IV notice to trigger an automatic 30-month 
regulatory stay on the FDA’s approval of the ANDA, or do nothing 
and lose the stay, which would permit the FDA to approve the 
ANDA upon satisfaction of all regulatory requirements.78 

Few brand manufacturers would pass on an automatic 2.5-year 
delay in generic competition—and continued monopoly sales—
even if they had only a relatively small chance of winning an 
infringement trial. But in the case where a Native American tribe is 
a joint owner of the patent, litigation means both the brand manu-
facturer and the tribe must sue together.79 By joining an infringe-
ment suit, the tribe might waive its immunity, at least as it relates 
to the claims asserted in the infringement litigation.80 This waiver 
would apply not only to the federal court action where the tribe is 
a plaintiff, but also could potentially apply to any IPR proceeding. 

Indeed, the PTAB has recently held that state sovereign immu-
nity can be waived under such circumstances. In the context 
of whether a state university could avoid an IPR proceeding by 
virtue of state sovereign immunity, the PTAB recently held that 
the state university waived its sovereign immunity by initiating 
a federal court action on the same patents at issue in the IPR.81 
The PTAB reasoned that “[i]t would be unfair and inconsistent to 
allow a State to avail itself of the federal government’s authority by 
filing a patent infringement action in federal court, but then selec-
tively invoke its sovereign immunity to ensure that a defendant 
is barred from requesting an inter partes review of the asserted 
patent from a different branch of that same federal government.”82 
This appears consistent with prevailing Federal Circuit authority, 
which has previously held that “‘seriously unfair results’ could 
obtain if a state were permitted to file suit in federal court seeking 
to enforce a right to ownership of patents arising from certain 
contractual agreements and conduct and, at the same, to claim 
immunity from liability for royalties or other compensation 
arising from those same contracts and conduct.”83 Although state 
sovereign immunity emanates from constitutional consider-
ations—rather than common law principles barring suits against 
sovereigns that forms the basis of tribal immunity84—the same 
logic should apply if a Native American tribe initiated federal 
patent infringement litigation and then later had its patent(s) 
subjected to an IPR. 

As both the PTAB and the Federal Circuit held in ruling against 
Allergan and the Saint Regis Mohawk Tribe, even though the mere 
filing of suit does not by itself waive a tribe’s sovereign immunity to 
suit in other fora (e.g., another district court), IPRs are unlike suits 
in court because they can proceed to a decision on the propriety 
of the patent without an adversarial process. IPRs also serve the 
important public purpose of “‘reexamin[ing] an earlier agency 
decision,’ i.e., [to] take ‘a second look at an earlier administrative 

grant of a patent,’ and thereby ‘help[] protect the public’s paramount 
interest in seeing that patent monopolies . . . are kept within their 
legitimate scope.’”85 Thus, permitting the use of sovereign immunity 
as both a sword and a shield would appear to be contrary to the 
spirit behind the IPRs, which has only been made more evident 
with recent legislative proposals to make that intent express.86 

Under these circumstances, pharmaceutical companies may not 
view tribal immunity as particularly valuable if it can only be used 
defensively, and not offensively. Thus, there does not appear to be a 
particularly large incentive for pharmaceutical companies to enter 
into deals with Native American tribes in the hopes of using their 
immunity to shield patent challenges before the PTAB. And this 
was made all the more true by the Federal Circuit’s recent decision.

In sum, while the Allergan-Mohawk deal was unusual and gener-
ated significant attention, the gambit was short-lived—particu-
larly in light of the Federal Circuit’s ruling that tribal immunity is 
no bar to IPRs. Further, even better-structured deals that provide 
Native American tribes more meaningful rights in the patents are 
not likely to be a recurring issue because the value of an infringe-
ment lawsuit significantly outweighs the potential defensive value 
of the tribe’s tribal immunity. 

Mr. Asciolla is a partner at Labaton Sucharow LLP and co-chair 
of its antitrust and competition practice group, and Mr. Perez is an 
associate at the firm and member of the antitrust practice group. 
The views expressed here do not reflect that of Labaton Sucharow 
LLP or any of its clients. 
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