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Chemical Testing

INSIGHT: New Approaches to
Chemical Assessment—a Progress
Report

New Approach Methodologies (NAMs) for chemical
hazard, exposure, and risk assessment are emerging
tools that have the potential to increase the throughput
of chemicals testing through analytical assays and bring
robustness and mechanistic knowledge to chemical as-
sessment. Recent advances in the development and ap-
plication of NAMs in various research and regulatory
contexts has set the stage for a transformation in toxi-
cology that the U.S. National Academy of Science envi-
sioned more than a decade ago.

Fast and Protective But before they can be formally
adopted for use in risk assessment, we need to ensure
that New Approach Methodologies will provide appro-
priate protection levels for human health and the envi-
ronment.

Adopting these new approaches in chemicals regula-
tion requires at least three essential elements: a solid
scientific foundation demonstrating their robustness,
validity, and general availability; public confidence in
their ability to ensure protection of human health and
the environment; and policy adoptions by national
regulatory bodies that will enable chemical industry
compliance. While there has been significant movement
by regulatory agencies in this later regard (e.g., Euro-
pean Chemicals Agency, U.S. EPA, and Health
Canada), coordination on the international level will be
critical to ensuring barriers to adoption will be kept to
a minimum.

One important effort to identify and overcome barri-
ers to regulatory acceptance of NAMs is the Accelerat-
ing the Pace of Chemical Risk Assessment (APCRA)
project, which began with a meeting of international
regulatory agencies that the U.S. EPA hosted in 2016,
with a follow up in Helsinki in 2017 that the European
Chemicals Agency (ECHA) hosted. Building on the suc-
cess of those two meetings, Health Canada hosted the
third meeting in October 2018 in Ottawa. The main ob-
jectives of the Ottawa meeting were to review progress
on a number of case studies that were specifically de-
veloped during the previous two meetings to build con-
fidence in NAM application, expand the portfolio of
case studies to include ecotoxicological examples, and
discuss future directions of APCRA.

While attendance to the APCRA meetings has been
limited to scientists from national regulatory agencies

(many participants strongly feel this is one of the
unique and valuable attributes of APCRA as it enables
frank and open discussions), the Ottawa meeting in-
cluded an open public session in which 120 attendees
from academia, international and state governments,
industry, and nongovernmental organizations partici-
pated via remote access. This session served as a key
opportunity to share progress and findings to date with
public stakeholders. Given the positive response to this
session, the organizers are discussing further public
outreach for the future.

Down to Cases In addition to a general overview of
the Accelerating the Pace of Chemical Risk Assessment
effort, the public session also included a presentation of
three of the most advanced case studies.

The first case study, led by the U.S. EPA, is a retro-
spective comparison of whether in vitro bioactivity, as
measured in ToxCast, can be used to derive a conserva-
tive point of departure (POD) for prioritizing and
screening level risk assessments.

Comparisons are being made between PODs derived
from traditional toxicology studies in animals with
those from administered dose equivalent ToxCast re-
sponses for nearly 500 chemicals. Preliminary results
show the mean PODNAM/PODTRAD ratio is 2.2 on a log
scale (hence NAM-derived PODs are generally conser-
vative by a factor of 100) and PODNAM was greater than
PODTRAD for only 8 percent of the chemicals.

The case study is proceeding to explore a number of
uncertainties in these comparisons and to extend the
comparison of PODNAMs with ExpoCast estimates, as
well as exposure estimates derived for risk assessment
as available, to provide bioactivity-exposure ratios. The
early results suggest that NAM data provide a protec-
tive POD and could be used for risk-based prioritization
and screening level assessments.

The second case study, led by ECHA, is similar to and
builds on the first in objective, but does so in a prospec-
tive manner in determining whether the outcome from
a refined in vitro assay battery could be used to derive
a conservative point of departure and qualitative hazard
indicator comparable to the outcome of a 90-day,
repeat-dose toxicity study.

Still early in its formation (the study is projected to
run through 2021), the first step in the project is to se-
lect about 200 chemicals, most with widespread use yet
have limited or no hazard data, and other chemicals
from the retrospective case study noted above. The next
step will involve applying the in vitro test battery (with
administered dose equivalent adjustments). The final
step—for a subset of the chemicals—involves conduct-
ing classical 90-day studies augmented by metabolo-
mics (blood, liver, and kidney) and transcriptomics
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INSIGHT: Shedding Light on Inter
Partes Review Proceedings in the
Solar Industry

Since the passage of the America Invents Act in 2012,
the solar industry has grappled with how best to
deploy—and defend against—new inter partes review
(‘‘IPR’’) proceedings for challenging patentability at the
Patent Trial and Appeals Board (‘‘PTAB’’) of the United
States Patent and Trademark Office. This article ex-
plores some of the successes and failures of solar com-
panies at the PTAB and provides tips for those engaged
in post-grant proceedings.

For context, note that a party initiates an IPR by fil-
ing a petition, describing the bases for invalidity, and
the patent owner may submit a preliminary response at-
tempting to rebut those arguments. Based on these pa-
pers, the PTAB determines whether to initiate an IPR
(i.e., the PTAB determines whether to ‘‘institute’’ the
IPR). The PTAB will only consider arguments based on
prior art publications and patents, not other bases for
invalidity such as prior sales or offers for sale, indefi-
niteness, subject-matter ineligibility, or lack of enable-
ment or written description. Given the streamlined na-
ture of IPRs, they proceed on a shorter timeline than
most district court litigations, generally concluding
within one year of institution. See 35 U.S.C.
§ 316(a)(11); 37 C.F.R. § 42.100(c). IPRs also allow for
less discovery than district court cases, resulting in sub-
stantially lower costs.

IPRs have become an essential part of a comprehen-
sive litigation strategy. As illustrated below, companies
in the solar industry have turned to these new proceed-
ings to combat patent infringement allegations and/or
to clear space to operate in the market. Patent owners
pulled into IPR proceedings should balance success-
fully defending the validity of their patents while still
maintaining meaningful patent scope, and while look-
ing for opportunities to leverage statements made dur-
ing IPRs against their competitors.

Patent Challenger’s Perspective: Litigation Advan-
tages From the perspective of the petitioner asserting
patent invalidity, IPRs may provide two key advantages
in district court litigation. First, the PTAB may find the
claims of the patent are invalid, and if that finding is un-
challenged or upheld on appeal, the petitioner avoids
having to defend against allegations of infringement of
those claims in district court. Second, invalidity argu-
ments presented during an IPR may lead the patent
owner to assert narrow claim interpretations to distin-
guish their patent claims from the prior art, and those

narrow interpretations may, at times, be leveraged in
district court to show noninfringement.

By way of example, PanelClaw, Inc. successfully lev-
eraged IPR proceedings against two patents that Sun-
Power Corporation had asserted in district court litiga-
tion. In the district court, SunPower argued that its pat-
ents were infringed by PanelClaw’s ‘‘Grizzly Bear’’ and
‘‘Polar Bear’’ products, which are used for the installa-
tion of photovoltaic energy systems on building roofs.
See SunPower Corp. v. PanelClaw, Inc., Civ. A. No.
1:12-CV-01633, D.I. 1, 2012 WL 12285056 (D.Del. Dec.
3, 2012) (served Jan. 29, 2013). PanelClaw alleged that
the asserted products could not possibly cover its prod-
ucts without also covering the prior art. Civ. A. No.
1:12-CV-01633, D.I. 27, at 2:18-20 (D.Del. Dec. 10,
2013). In other words, if the products were found to be
covered by the claims, those claims should be invalid.
Yet, more than one year after the complaint was filed,
the court had not set a trial date or even issued a sched-
ule for discovery. Thus, in January 2014, PanelClaw pe-
titioned for IPR of each of SunPower’s asserted patents.
See PanelClaw, Inc. v. SunPower Corp., IPR2014-
00386, Paper 2 (PTAB Jan. 28, 2014); PanelClaw, Inc. v.
SunPower Corp., IPR2014-00388, Paper 2 (PTAB Jan.
28, 2014). The district court stayed its litigation pending
resolution of the IPRs. SunPower, Civ. A. No. 1:12-CV-
01633, D.I. 43, Order, at 4-5 (D.Del. May 16, 2014).

The two IPR petitions benefited PanelClaw in differ-
ent ways. The first petition resulted in a final written de-
cision at the PTAB concluding that all claims under re-
view were invalid (IPR2014-0386). This decision should
be considered a victory for PanelClaw, as the PTAB’s
decision, if upheld on appeal, would result in with-
drawal of the patent from the patent office. However,
the PTAB’s decision did not resolve all issues with re-
spect to the first patent, as other claims of that patent
were not subject to the PTAB’s decision, and the PT-
AB’s decision was still subject to appeal. Thus, the par-
ties continued litigating issues related to that patent in
district court.

The second petition prompted a preliminary response
from SunPower that advocated a narrow claim interpre-
tation to distinguish its claims from the prior art. Based
in part on the narrow claim interpretation advocated by
SunPower, the PTAB denied institution of that proceed-
ing (IPR2014-0388). While this petition did not result in
a decision of invalidity, PanelClaw leveraged the patent
owner’s statements in the district court by filing a mo-
tion for summary judgment of noninfringement based
on the PTAB’s (and SunPower’s) narrow claim interpre-
tation. The district court found that the PTAB’s claim
interpretation was well-reasoned and adopted it when
concluding that PanelClaw did not infringe. Civ. A. No.
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INSIGHT: Words Not Fit for Polite Company? The Brunetti Case

Roberta Horton, Arnold & Porter; Jesse Feitel, 
Arnold & Porter

Are “immoral” or “scandalous” trademarks shielded by 
the First Amendment? Arnold & Porter attorneys say the 
Supreme Court will soon hear oral arguments in a case that 
could affect pending PTO applications for “swear words,” 
impact other statutory bars to trademark registration, and 
offer clues to how the court will address First Amendment 
cases.

“[O]ne man’s vulgarity is another’s lyric.”

So Justice Harlan so famously observed in upholding 
a Vietnam War protestor’s First Amendment right to wear 
a jacket emblazoned with the phrase “F**k the Draft.” (See 
Cohen v. California, 403 U.S. 15 (1971)).

The U.S. Supreme Court will again consider the reach 
of the First Amendment to shield expletives—this time in 
trademark registrations—when it hears Iancu v. Brunetti, 
No. 18-302, on April 15. (The authors take poetic license with 
the “vulgar” words throughout this article.)

At issue in Brunetti is whether the bar on federal trademark 
registration of “immoral” or “scandalous” matter in Section 
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(liver and kidney) in parallel with a five-day in vivo
transcriptomics study similar to that being evaluated by
the U.S. NTP. The project will conclude with a qualita-
tive and quantitative comparison of the three data
streams. These comparisons are anticipated to inform
the implementation of NAMs in tiered hazard assess-
ments and to evaluate performance in various regula-
tory applications relative to traditional methods.

The U.S. EPA led the final case study presented in the
public session and centered on evaluating high-
throughput methods for estimating chemical expo-
sures. It involved comparing ExpoCast exposure predic-
tions with traditional exposure estimates performed un-
der the Canadian Chemicals Management Plan of more
than 3,000 exposure estimates for about 700 chemicals.

This case study was divided into two phases; the first
focused on examining the current exposure data land-
scape. The second phase, informed by the outcome of
the first phase, is starting to address challenges derived
from different model structures, purposes, populations,
and metrics.

The preliminary results for those chemicals that
could be most directly compared indicated that the up-
per confidence bounds of the high-throughput esti-
mates were generally consistent with the exposure esti-
mates using more traditional methods. This was espe-
cially true for those chemicals with environmental
media exposures only; consumer related exposures
were quite variable and personal care products were in
between in terms of the relationships. Further consider-
ation is being given to interpreting results for high-
exposure percentiles and specific populations.

Together these three case studies provide tangible
evidence of the value of the APCRA effort. Envisioned
to address key barriers in regulatory adoption of NAMs,
each involves scientists from at least two countries,
each is working to integrate complex data streams into
digestible lessons on the relative merits of NAMs versus
traditional approaches, and each is a learning test bed
for regulators grappling with the application of emerg-
ing science to support decision-making.

Turning to the second goal of the Ottawa meeting,
participants engaged in broader discussion of NAMs in
ecological risk assessment guided by presentations
from Environment and Climate Change Canada, the
U.S. EPA, and ECHA.

Some general observations were: (1) the tremendous
complexity of ecosystems has contributed to limitations
in NAM applications compared to human health; (2)
modeling was more accepted in ecotoxicological assess-
ments, if only because of the sheer number of species
that need to be protected versus the limited number of
species that are tested experimentally; and (3) molecu-
lar biomarkers measured using various ‘‘omic’’ tech-
nologies could offer an opportunity to detect key events
in critical species that can be extrapolated based on
conserved biological processes.

Two proposed case studies also were discussed, the
first involving application of transcriptomic technology
in zebrafish for predicting endocrine disruption and
general toxicity, the second on estimating protective
maximum acceptable toxicant concentrations for eco-
logical species from bioactivity data.

Two other sessions of the meeting focused on ap-
proaches for building confidence in the use of New Ap-

proach Methodologies. The first was focused on chal-
lenges and outcomes resulting from establishing confi-
dence in NAMs by comparing results with traditional
toxicology methods including acute and repeat-dose
testing in animals, as well as in vitro skin sensitization
assays.

The second part dealt with integrating NAM data to
enhance mechanistic understanding in overall weight-
of-evidence processes. Highlights of this session in-
cluded perspectives from the Organization for Eco-
nomic Cooperation and Development on the application
of Integrated Approaches to Testing and Assessment,
outcomes from a recent National Academies workshop
that explored how to build trust in New Approach
Methodologies by analyzing their use in several differ-
ent decision contexts, and the use of NAMs in the new
Toxics Substance Control Act in the U.S. These all point
to both the opportunities and challenges in adopting
NAMs in decision-making.

More Ahead As the meeting closed, the participants
reflected on the value of APCRA and its future. Based
on progress in a number of case studies that originated
specifically following discussions at previous meetings,
it is clear that there is value in the APCRA process in
bringing together regulatory scientists from throughout
the world. Because these case studies were specifically
designed to address issues in chemical assessment for
regulatory agencies, the results are sure to have direct
impact on the utilization of NAMs in chemical regula-
tion internationally. It is highly unlikely the collabora-
tive case studies would be developed in the manner in
which they have evolved without APCRA discussions.

In this regard, the role of APCRA as an incubator for
ideas and a think tank for moving forward is unique
and should be maintained. Multiple participants
stressed how they valued the closed nature of the meet-
ing, which allowed frank discussions across the interna-
tional community on strengths and weaknesses of
NAMs, as well as traditional toxicological methods.

It also was recognized that this opportunity for can-
dor needs to be balanced against transparency with the
larger scientific and public communities so that ad-
vancements for the application of NAMs in risk science
can be shared and more broadly appreciated and ac-
cepted.

Based on the positive discussions, the U.S. EPA
agreed to host the fourth meeting of APCRA in 2019, at
which time some of the more advanced case studies are
projected to have begun to publish their findings. Those
publications will likely attract broad interest and an AP-
CRA communication strategy will be an important com-
ponent of that meeting.

Disclaimer: The views expressed are those of the au-
thors and do not necessarily represent the policies of
the U.S. Environmental Protection Agency, the Euro-
pean Chemicals Agency, or Health Canada.

Tara S. Barton-Maclaren is with Health Canada,
Maureen R. Gwinn and Russell S. Thomas are with the
Environmental Protection Agency, Robert J. Kavlock is
with Kavlock Consulting LLC, and Mike Rasenberg is
with the European Chemicals Agency in Helsinki.

The opinions expressed here do not represent those
of Bloomberg Environment, which welcomes other
points of view.
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2(a) of the Lanham Act, 15 U.S.C. § 1052, violates the First 
Amendment. According to the Patent and Trademark Office 
(the PTO), respondent Erik Brunetti’s apparel displaying 
the word “F-U-C-T” was immoral, scandalous, and thus not 
entitled to registration, although Brunetti claimed “FUCT” 
simply meant “Friends yoU Can’t Trust”.

The Federal Circuit reversed, holding the “immoral or 
scandalous” provision in Section 2(a) unconstitutional in 
violation of the First Amendment as impermissible content-
based discrimination.

Brunetti is a key case for several reasons, among them:
• �the insight it may provide on how the newly composed 

court addresses First Amendment cases;
• �its effect on pending PTO applications for “swear words”; 

and
• �its potential impact on other statutory bars to trademark 

registration.

The Trend of First Amendment Decisions Brunetti 
may prove a harbinger of First Amendment decisions to come. 
Recently, in Matal v. Tam, 137 S. Ct. 1744 (2017), the court 
held unconstitutional, as a violation of the First Amendment, 
another prohibition in Section 2(a) on registration of 
trademarks that “disparage” or bring into “contemp[t] or 
disrepute” any persons.

Logically, the court would also find the ban on registering 
immoral or scandalous marks unconstitutional. And, 
although the composition of today’s court differs from that 
in Tam, Justices Neil Gorsuch and Brett Kavanaugh, who 
did not hear Tam, had been solidly pro-First Amendment 
votes on the Tenth and D.C. Circuits, respectively. There is, 
thus, good reason to expect that the ban on registrability of 
“immoral” or “scandalous” material is likely to fall.

Effect of Brunetti on Pending PTO Cases While 
not essential to trademark use, registration with the PTO 
confers benefits on a trademark owner, such as prima facie 
evidence that the mark is valid, and that the registrant has 
exclusive rights to use the mark nationwide for the goods and 
services for which it is registered.

The PTO has suspended more than a dozen trademark 
applications containing ostensibly “immoral or scandalous” 
words pending the disposition of Brunetti — at least 
temporarily depriving these trademark owners of the benefits 
of registration.

Yet, the PTO has allowed other trademarks containing the 
same words to register, reflecting the subjective judgment of 
the individual PTO lawyers who review pending applications, 
as well as the context in the way these words are used.

For example: 

Were the court to strike the ban on registration of 
“immoral” or “scandalous” matter, the PTO would lift its 
suspension on the applications for HOLY S**T and the like, 
and these marks would proceed to registration upon proof of 
use in commerce.

This ruling would also invite applications for trademarks 
containing the famed “seven dirty words” as enumerated by 
the late comedian George Carlin.

Potential Impact on Other Statutory Bars to 
Registration Section 2(a) of the Lanham Act includes 
other bars to federal registration, principal among them the 
bans on registration of marks creating a false association 
with “persons, living or dead, institutions, beliefs, or national 
symbols” or of “deceptive” matter.

For instance, In re Jackson Int’l Trading Co., 103 
U.S.P.Q.2d 1417 (T.T.A.B. 2012), held the mark BENNY 
GOODMAN COLLECTION THE FINEST QUALITY was 
properly refused registration because it falsely suggested a 
connection with the musician Benny Goodman.

And, In re Budge Mfg. Co., Inc., 857 F.2d 773 (Fed. 
Cir. 1988), upheld the refusal to register LOVEE LAMB 
as deceptive for car seat covers made from lamb or sheep 
products, when the products were actually made of synthetic 
materials.

Unlike the disparagement clause and the ban on 
registration of immoral or scandalous matter, these clauses 
should not be prone to constitutional challenge on First 



(liver and kidney) in parallel with a five-day in vivo
transcriptomics study similar to that being evaluated by
the U.S. NTP. The project will conclude with a qualita-
tive and quantitative comparison of the three data
streams. These comparisons are anticipated to inform
the implementation of NAMs in tiered hazard assess-
ments and to evaluate performance in various regula-
tory applications relative to traditional methods.

The U.S. EPA led the final case study presented in the
public session and centered on evaluating high-
throughput methods for estimating chemical expo-
sures. It involved comparing ExpoCast exposure predic-
tions with traditional exposure estimates performed un-
der the Canadian Chemicals Management Plan of more
than 3,000 exposure estimates for about 700 chemicals.

This case study was divided into two phases; the first
focused on examining the current exposure data land-
scape. The second phase, informed by the outcome of
the first phase, is starting to address challenges derived
from different model structures, purposes, populations,
and metrics.

The preliminary results for those chemicals that
could be most directly compared indicated that the up-
per confidence bounds of the high-throughput esti-
mates were generally consistent with the exposure esti-
mates using more traditional methods. This was espe-
cially true for those chemicals with environmental
media exposures only; consumer related exposures
were quite variable and personal care products were in
between in terms of the relationships. Further consider-
ation is being given to interpreting results for high-
exposure percentiles and specific populations.

Together these three case studies provide tangible
evidence of the value of the APCRA effort. Envisioned
to address key barriers in regulatory adoption of NAMs,
each involves scientists from at least two countries,
each is working to integrate complex data streams into
digestible lessons on the relative merits of NAMs versus
traditional approaches, and each is a learning test bed
for regulators grappling with the application of emerg-
ing science to support decision-making.

Turning to the second goal of the Ottawa meeting,
participants engaged in broader discussion of NAMs in
ecological risk assessment guided by presentations
from Environment and Climate Change Canada, the
U.S. EPA, and ECHA.

Some general observations were: (1) the tremendous
complexity of ecosystems has contributed to limitations
in NAM applications compared to human health; (2)
modeling was more accepted in ecotoxicological assess-
ments, if only because of the sheer number of species
that need to be protected versus the limited number of
species that are tested experimentally; and (3) molecu-
lar biomarkers measured using various ‘‘omic’’ tech-
nologies could offer an opportunity to detect key events
in critical species that can be extrapolated based on
conserved biological processes.

Two proposed case studies also were discussed, the
first involving application of transcriptomic technology
in zebrafish for predicting endocrine disruption and
general toxicity, the second on estimating protective
maximum acceptable toxicant concentrations for eco-
logical species from bioactivity data.

Two other sessions of the meeting focused on ap-
proaches for building confidence in the use of New Ap-

proach Methodologies. The first was focused on chal-
lenges and outcomes resulting from establishing confi-
dence in NAMs by comparing results with traditional
toxicology methods including acute and repeat-dose
testing in animals, as well as in vitro skin sensitization
assays.

The second part dealt with integrating NAM data to
enhance mechanistic understanding in overall weight-
of-evidence processes. Highlights of this session in-
cluded perspectives from the Organization for Eco-
nomic Cooperation and Development on the application
of Integrated Approaches to Testing and Assessment,
outcomes from a recent National Academies workshop
that explored how to build trust in New Approach
Methodologies by analyzing their use in several differ-
ent decision contexts, and the use of NAMs in the new
Toxics Substance Control Act in the U.S. These all point
to both the opportunities and challenges in adopting
NAMs in decision-making.

More Ahead As the meeting closed, the participants
reflected on the value of APCRA and its future. Based
on progress in a number of case studies that originated
specifically following discussions at previous meetings,
it is clear that there is value in the APCRA process in
bringing together regulatory scientists from throughout
the world. Because these case studies were specifically
designed to address issues in chemical assessment for
regulatory agencies, the results are sure to have direct
impact on the utilization of NAMs in chemical regula-
tion internationally. It is highly unlikely the collabora-
tive case studies would be developed in the manner in
which they have evolved without APCRA discussions.

In this regard, the role of APCRA as an incubator for
ideas and a think tank for moving forward is unique
and should be maintained. Multiple participants
stressed how they valued the closed nature of the meet-
ing, which allowed frank discussions across the interna-
tional community on strengths and weaknesses of
NAMs, as well as traditional toxicological methods.

It also was recognized that this opportunity for can-
dor needs to be balanced against transparency with the
larger scientific and public communities so that ad-
vancements for the application of NAMs in risk science
can be shared and more broadly appreciated and ac-
cepted.

Based on the positive discussions, the U.S. EPA
agreed to host the fourth meeting of APCRA in 2019, at
which time some of the more advanced case studies are
projected to have begun to publish their findings. Those
publications will likely attract broad interest and an AP-
CRA communication strategy will be an important com-
ponent of that meeting.

Disclaimer: The views expressed are those of the au-
thors and do not necessarily represent the policies of
the U.S. Environmental Protection Agency, the Euro-
pean Chemicals Agency, or Health Canada.

Tara S. Barton-Maclaren is with Health Canada,
Maureen R. Gwinn and Russell S. Thomas are with the
Environmental Protection Agency, Robert J. Kavlock is
with Kavlock Consulting LLC, and Mike Rasenberg is
with the European Chemicals Agency in Helsinki.

The opinions expressed here do not represent those
of Bloomberg Environment, which welcomes other
points of view.
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and fails to establish invalidity, they should not be al-
lowed to re-raise the same arguments in district court.
Because estoppel applies only after the PTAB issues a
final written decision, estoppel does not apply to argu-
ments raised in a petition for IPR on which the PTAB
declines institution. An IPR does not begin until it is in-
stituted, and thus the petitioner ‘‘did not raise—nor
could it have reasonably raised—the [rejected] ground
during the IPR.’’ Shaw Indus. Grp. Inc. v. Automated
Creel Sys., 817 F.3d 1293, 1300 (Fed. Cir. 2016). Thus,
petitioners cannot re-raise arguments for invalidity in
district court that they presented in a petition for IPR
that is instituted and results in a final written decision.
Note, however, that at least one district court concluded
that estoppel does not apply to petitioner for IPR that
prevails at the PTAB. BTG Int’l Ltd. v. Amneal Pharm.
LLC, Civ. No. 15-CV-5909, D.I. 571, 2018 WL 5734626,
*15 n.13 (D.N.J. Oct. 31, 2018).

Estoppel may also apply to grounds for invalidity that
were not presented during an IPR, if the petitioner ‘‘rea-
sonably could have raised’’ those arguments during that
IPR. However, the law remains unclear on this point.
For example, some courts have narrowly applied the es-
toppel provision, reasoning that the Federal Circuit’s
decision in Shaw (discussed above) indicates that es-
toppel applies only to ground actually raised during an
IPR (after institution). See, e.g., Intellectual Ventures II
LLC v. Toshiba Corp., 211 F. Supp. 3d 534, 553-54
(D.Del. 2016); see also Verinata Health, Inc. v. Ariosa
Diagnostics, Inc., Civ. A. No. 3:12-CV-05501-SI, D.I.
319, 2017 WL 235048, at *3 (N.D.Cal. Jan. 19, 2017).

In contrast, other courts have broadly applied the es-
toppel provision, even after Shaw. For example, some
courts have indicated that estoppel extends to any prior
art publications and patents that should have been dis-
covered through reasonable diligence prior to the filing
of the petition for IPR was filed, even when those pub-
lications and patents were not mentioned in the peti-
tion. See, e.g., Biscotti Inc. v. Microsoft Corp., Civ. A.
No. 2:13-CV-01015-JRG-RSP, D.I. 190, 2017 WL
2526231, *6-7 (E.D.Tex. May 11, 2017); see Clearlamp,
LLC v. LKQ Corp., No. 1:12-CV-02533, D.I. 193, 2016
WL 4734389, at *8-9 (N.D.Ill. Mar. 18, 2016). Courts

have reasoned that a decision to forgo estoppel against
non-petitioned grounds could incentivize petitioners to
carefully craft IPR petitions such that they would be
able to bring multiple (staged) challenges. Oil-Dri Corp.
of America v. Nestle Purina Petcare Co., Civ. A. No.
1:15-CV-1067, D.I. 140, 2017 WL 2526231, at *9 (N.D.Ill.
Aug. 2, 2017).

Thus, estoppel may be an important tool for patent
owners faced with a final written decision. The scope of
estoppel, however, will vary depending on the jurisdic-
tion, unless and until the Federal Circuit Court of Ap-
peals provides clarity on this issue.

Conclusion As illustrated by the above examples, pe-
titioning for IPR may be a powerful weapon to invali-
date the claims of an asserted patent, narrow the poten-
tial scope of those claims, combat vexatious litigation,
promote settlement, and/or establish freedom to oper-
ate in a field of interest. Patent owners should attempt
to gain advantages in these proceedings, where pos-
sible, by highlighting weaknesses in invalidity argu-
ments, leveraging any statements by the petitioner that
could be used to establish infringement, and potentially
narrowing the invalidity arguments available to the pe-
titioner in district court.

Ashley Winkler focuses on patent litigation before
federal district courts, the International Trade Commis-
sion, and in post-grant proceedings before the U.S. Pat-
ent and Trademark Office. Ashley also prosecutes U.S.
and foreign patent applications, primarily in the chemi-
cal and pharmaceutical areas. Additionally, she has ex-
perience providing clients with legal opinions and stra-
tegic guidance regarding patentability, freedom-to-
operate, and validity issues.

Maximilienne Giannelli, Ph.D., represents clients in
complex matters involving patents and/or trade secrets,
including matters in federal district courts, at the U.S.
International Trade Commission, and before the Patent
Trial and Appeal Board of the U.S. Patent and Trade-
mark Office. Max also provides opinions on patent
validity/invalidity and infringement/noninfringement.
Max represents clients across a wide range of technolo-
gies, including clean energy and renewables.
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Amendment grounds, as they do not implicate any limitations 
on expressive speech.

Instead, these provisions in Section 2(a) are consistent 
with the purpose of the trademark laws, which, as the 
Supreme Court observed in Two Pesos Inc. v. Taco Cabana 
Inc., 505 U.S. 763 (1992), is to prevent consumer confusion 
and “protect the public so it may be confident that, in 
purchasing a product bearing a particular trade-mark which 
it favorably knows, it will get the product which it asks for 
and wants to get.”

This column does not necessarily reflect the opinion of 
The Bureau of National Affairs, Inc. or its owners.
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