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e impact of Cuozzo on claim interpretation

Cuozzo Speed Technologies,

LLCv. Lee

In 2011, Congress enacted the America
Invents Act (AIA), creating three new post
grant proceedings, including Inter Partes
review (IPR) [1]. IPR was a new proceeding,
intended to replace Inter Partes reexamina-
tion proceedings, in which third parties
could challenge the validity of issued patents
before the Patent Trial and Appeal Board
(PTAB) at the US Patent and Trademark
Office (PTO). The 20 June 2016 decision of
the Supreme Court in Cuozzo Speed Tech-
nologies, LLC v. Lee, confirmed the viability
of IPRs for generic-drug makers to challenge
patents owned by brand name pharmaceu-
tical companies, instead of, or in conjunc-
tion with pursuing costly Hatch—-Waxman
litigation [2]. The Cuozzo decision affirmed
the constitutionality of IPRs, and profmotes
the notion that using IPR to challenge pat-
ent validity often proves advantageous over
pursuing the alternative: costly and time-
consuming district court litigation. The
Cuozzo Court therefore paved the way for
generic pharmaceutical companies to chal-
lenge issued patents in a more efficient and
cost—effective manner.

Cuozzo addresses the divergence between
the claim interpretation standards used by
the PTAB (claims construed more broadly),
and the standard used by Article III Federal
Courts (claims construed more narrowly) [3].
The Court addressed the claim construc-

tion divide because the claim construction
standard was not specified in the America
Invents Act (AIA), but rather was left to
the rulemaking authority of the PTO. In a
decision authored by Justice Breyer, Cuozzo
affirmed that the PTAB’s use of the ‘broadest
reasonable interpretation’ (BRI) standard for
claim construction was appropriately within
the PTO’s rulemaking authority. The PTO’s
adoption of the BRI standard for claim
interpretation was found reasonable in light
of the ‘text, nature and purpose’ of the stat-
ute, 35 U.S.C. §314 [4]. The Cuozzo decision
therefore set the stage for patent challenges
before the PTAB by not only confirming the
constitutionality of such challenges, but also
by giving its imprimatur to the PTAB’s use of
the BRI claim construction standard.

Hatch-Waxman Abbreviated New
Drug Application litigation: use of
IPR in the Abbreviated New Drug
Application context up until now
The Drug Price Competition and Patent
Term Restoration Act of 1984 (the ‘Hatch—
Waxman Act’) created a procedure regulated
by the US FDA for generic drug approval and
market entry of the generic drug before and
after the brand name drug patents protect-
ing the brand name drug expire [5]. Thus,
instead of completing lengthy procedures for
new drug approval, which previously could
not be conducted until the brand name
drug patents expired to avoid the risk of
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being sued for patent infringement, the Hatch—Wax-
man Act created an expedited pathway for entry of
generic drugs into the USA. The changes made in
the Hatch—Waxman Act were intended to reverse the
decision in Roche Products, Inc. v. Bolar Pharmaceuti-
cal Co., and permit generic manufacturers to develop
bioequivalent products and request FDA approval
without infringing a patent [6]. The Hatch-Waxman
Act allows a drug manufacturer to seek regulatory
approval of a generic drug by submitting an Abbrevi-
ated New Drug Application (ANDA). The applica-
tion process is abbreviated because preclinical (ani-
mal) and clinical (human) data to establish safety and
effectiveness (efficacy) are not required. Instead, the
ANDA can rely on the safety and effectiveness data
submitted in the New Drug Application (NDA) of the
reference brand name drug, and approval is based on
darta establishing bioequivalence between the generic
product defined in the ANDA and the reference brand
name drug.

Under the Hatch—Waxman scheme, brand name
drug manufacturers list in the Orange Book, those
patents that cover the NDA drug (7. ANDA appli-
cants are required to submit a patent certification with
respect to each patent listed in the Orange Book for the
reference brand product. The ANDA applicant may
certify that no patent is listed; a patent has expired;
the applicant is not seeking approval until after a listed
patent expires; or the patent is invalid, unenforceable
or will not be infringed by the manufacture or sale
of the drug product for which the ANDA is submit-
ted (the last certification is the so-called ‘paragraph IV
certification’ or ‘P-IV’) (s]. If an ANDA application
certifies that a patent is invalid, unenforceable or not
infringed, the applicant must notify the NDA holder
via what is commonly referred to as a ‘paragraph IV
notice letter’, of the certification and provide a detailed
statement for the basis of its assertion that the relevant
patent is invalid, unenforceable or not infringed.

The filing of an ANDA with a paragraph IV cer-
tification is defined by the Hatch-Waxman Act as a
technical act of infringement, giving the patent holder
jurisdiction to sue the ANDA applicant for patent
infringement. If the patent holder sues the ANDA
applicant for infringement within 45 days of receiving
the paragraph I'V notice letter, the ANDA will be sub-
ject to a 30-month stay, during which time the FDA
may not grant final marketing approval to the subject
ANDA.

The 30-month FDA stay date is significant because
the FDA will not grant the generic drug company final
approval for marketing its product for ‘30-months’,
without a court decision stating that the patent is not
infringed, invalid or unenforceable [9]. The grant of

the stay is important to the brand name drug com-
pany because it prevents the generic competition from
entering the market during the period of stay, even if
the generic drug company is willing to enter at risk of
infringement. Similarly, the date is important to the
generic drug company but this is because it could likely
be the first opportunity for the company to launch its
generic product into the market [10].

District courts often will seek to implement a liti-
gation schedule that will enable a final court decision
close to the end of the 30-month stay, if the parties
cannot agree on such a schedule. This goal is not
always met, for example, in the case of more complex
litigations: numerous patents and/or ANDA filers.
Importantly, a court decision in favor of the ANDA
filer will terminate the 30-month stay early. On the
other hand, if a court decision is not obtained by the
end of the 30-month stay, the ANDA filer could be eli-
gible to obtain final FDA approval if the FDA review is
complete and would then have the ability to launch its
generic product, but only at the risk of infringement.
In such cases, an ANDA filer may voluntarily agree to
not launch its generic product until after a final court
decision, or a patent-holder may seek a preliminary
injunction. Although, timing for district court deci-
sions can vary widely, for simplicity in comparing the
time for completion of a district court Hatch—Wax-
man infringement action to IPR proceedings, we can
assume that a final district court decision will take
approximately 30 months. Note: This is only true
for an ANDA filer that is not otherwise barred from
receiving final approval due to another patent exclusiv-
ity, such as an unexpired paragraph III patent, or a first
ANDA filer’s 180-day exclusivity.

In contrast, an IPR proceeding must be completed
within 1 year from institution, and a petition for IPR
cannot be filed more than 1 year after district court
litigation is initiated [11]. A decision whether to file a
petition for IPR therefore often will need to be made
before issues are fully developed in litigation, or even
before asserted claims are known [12].

IPR: advantages over district court litigation
& why it has become a valuable tool in
invalidating patents

IPRs are designed to be faster and cheaper proceed-
ings before the PTAB for determining patent validity.
IPR is quasi-judicial in nature, and differs significantly
from district court litigation.

Establishing invalidity of patents is often compli-
cated. For parties seeking to invalidate a patent, IPR
presents an advantageous forum compared with dis-
trict court litigation. One advantage is that the stan-
dard of review for proving invalidity at the PTAB is
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by a preponderance of evidence, whereas the standard
at district court is by clear and convincing evidence.
Preponderance of the evidence, also known as bal-
ance of probabilities, is defined as ‘more probable than
not’. Clear and convincing evidence is a higher level of
burden of persuasion than preponderance of the evi-
dence. The petitioner shall have the burden of proving
a proposition of unpatentability by a preponderance of
the evidence [13].

Additionally, the ability to have a patent challenge
decided by highly experienced and technically trained
patent judges has been viewed advantageous for those
seeking to invalidate a patent on grounds of antici-
pation or obviousness. Moreover, the PTAB’s Broad
Claim Interpretation (BRI) standard for claim inter-
pretation potentially enables just that, a broader claim
interpretation. Since BRI is broader than that used by
district courts, it thereby further aids a patent chal-
lenger. In district court, claims are construed based
on their “plain meaning--" a much narrower standard.
The “plain meaning” claim construction standard, or
“Phillips” standard, requires claim terms to be given
the meaning that the term would have been accorded
by a person of ordinary skill in the art, at time of the
invention [14]. District courts are required to presume
that the claims of a patent are valid [15]. This is not the
case in IPRs because the PTO is simply re-examining
its own prior decision to grant a patent [16].

Because of its perceived advantages for those wish-
ing to challenge patents, IPR presents new and unique
strategic possibilities for generic drug manufacturers.
However, the Hatch-Waxman framework hinges on
a complex paradigm in which district court litigation
has and will continue to play a central role 17]. There-
fore, the decision to pursue IPR on a patent depends
largely on how adjudication of an IPR at the PTO
will impact the regulatory scheme, in other words,
the Hatch—-Waxman litigation (commonly referred to
as ANDA litigation’) in district court. Figure 1 below
provides a comparison in the timing for district court
litigation and IPR at the PTAB for Seroquel®.

In Figure 1, the ANDA was filed with a Paragraph
IV certification. As shown above for Seroquel®, the
district court’s decision was appealed to the Court of
Appeals of the Federal Circuit (CAFC) [19]. The peti-
tion for IPR was filed by the ANDA filer, and both the
final written decision of the PTAB and the decision
on appeal of the PTAB decision by the CAFC were
quickly reached. This was a specific scenario, but still,
before the district court appeal, a final written deci-
sion was reached in the IPR process within 18 months,
while the discovery process was still ongoing in the
district court. The district court decision, which was

appealed, took 42 months to reach, and the CAFC did

not reach its final decision until 60 months after the
complaint was filed. The final CAFC decision in the
IPR appeal took only about 30 months from the date
the petition was filed.

IPR, therefore, provides a much faster timeline to a
decision — this is a significant advantage. The first stage
of IPR includes a 6 months screening stage where the
PTAB decides if the petition, along with the evidence
submitted therewith, shows that there is a reason-
able likelihood that the petitioner would prevail with
respect to at least one of the claims challenged in the
petition by raising a significant issue of patent valid-
ity. The first stage ends with an institutional decision
of whether to institute a full review of the patent. The
second stage is a final decision on patent validity; this
takes 12 months from the institution decision date, in
other words, 18 months after the petition filing date.
IPR’s resolution time is remarkably fast in comparison
to the completion of an ANDA litigation process.

All of these factors should weigh heavily in favor of
filing a petition for IPR, even in the context of patents
listed in the Orange Book and embroiled in Hatch—
Waxman litigation. But prior to Cuozzo, patent chal-
lengers were reticent to file petitions for IPR out of
concern about the PTO’s rulemaking authority with
respect to the claim construction standard, as well as
the rules governing post grant proceedings in gen-
eral. This was especially true in the pharmaceutical
industry where patent challengers already enjoyed a
relatively high success rate in district court litigation.

Cuozzo & its implications for future
IPR/ANDA interplay

In Cuozzo Speed Technologies, LLC v. Lee, the
Supreme Court handed the PTO a victory with respect
to its rulemaking authority by concluding that the reg-
ulation represents a reasonable exercise of the PTO’s
rulemaking authority, 579 US (2016). The Supreme
Court stated that although there was evidence that
Congress intended to create a ‘litigation-like” proceed-
ing: “Inter Partes review is less like a judicial proceeding
and more like a specialized agency proceeding (20 In
response to the argument that the PTO’s claim con-
struction standard should be the same as the district
court’s standard, the Court stated, “neither the statu-
tory language, its purpose, [n]or its history suggest that
Congress considered what standard the agency should
apply when reviewing a patent claim in inter partes
review [21].” The BRI standard ‘protects the public’ by
strictly analyzing patent claims, and has been used by
the PTO ‘for more than 100 years’ [22]. The Court
refused to address the existence of any better alterna-
tive as a matter of policy, noting that is a question
that Congress left to the expertise of the PTO [23].
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Timeline comparison of district court v. IPR:
Seroquel® XR litigation in D.N.J.

Months
1 1 I 1 1 1 1 1 1 1
6 12 18 24 30 36 42 48 54 60
District court
TR 30-month stay District court Fed. circ.
. Markman . - L
LaV\{swt —_— expires deC|ES|on decision
[ 1 | | I |
ANDA filed Discovery Trial Appeal
(P-IV cert) — NDA holder bring P.I. motion
— ‘Tentative approval’ or
— Launch ‘at risk’
IPR review
Decision to Fed. circ. decision
instivtute (launch ‘without risk’)
1 | | | |
Petitidn filed Final written
decision

Figure 1. The timeline for filing an Abbreviated New Drug Application through district court, and the timeline for
IPR in the Seroquel® XR Abbreviated New Drug Application litigation [18].

ANDA: Abbreviated New Drug Application; Fed. circ.: Federal Circuit; D.N.J.: District of New Jersey: IPR: Inter
Partes review; NDA: New Drug Application; P.l.: Preliminary injunction; P-1V cert: Paragraph IV certification.

The Court also rejected the argument that the dis-
trict court standard was more appropriate, stating that
IPR is similar to a judicial proceeding. Instead, the
Court listed factors that suggest ‘the proceeding offers
a second look at an earlier administrative grant of a
patent’ [24].

There are many factors that parties should con-
sider before availing themselves an IPR proceeding.
It is not necessary for a generic drug company to file a
paragraph IV certification, or even have an ANDA on
file at all, to file an IPR challenge. For example, Kyle
Bass’ Coalition for Affordable Drugs has filed several
IPRs [25]. If a generic drug company does not file a
petition for IPR first, but instead waits to be sued, the
first consideration is that IPR is relevant only to valid-
ity challenges and not to noninfringement defenses.
The generic drug company therefore must weigh the
strengths and weaknesses of its validity and nonin-
fringement positions before deciding the appropriate
course of action. If a company that is being sued in
district court decides to file a petition for IPR, an
initial issue to address is whether the district court
litigation would be stayed during the IPR process
35 U.S.C. §315(a)(2) [26]. District courts have been

granting stays pending post grant proceedings more

frequently today, than during the prior reexamination
(ex parte and inter partes) era [27]. In the ANDA con-
text, however, stays are not as common, presumably
due to some of the reasons unique to Hatch-Waxman
litigation [28]. As a practical matter, Hatch-Waxman
litigation often involves multiple ANDA filers, so if
only one, or a subset of the litigants files a petition for
IPR, it would not make sense to stay some or all of the
litigations.

Companies should also weigh the success rates
before the PTAB and district courts, as well as the type
of patent being challenged (e.g., active pharmaceuti-
cal ingredient [API] patents, formulation patents and
method of use patents) in deciding whether to pur-
sue a patent challenge through IPR before the PTAB.
One study indicates that, for ANDA litigation, the
patent owner prevails in cases involving API patents
at a far higher rate than in cases involving methods of
use and formulation patents; in cases involving API
patents, the patent owner prevails about 60% of the
time; for cases involving methods of use patents, the
patent owner prevails about 24% of the time; and
for cases involving formulation patents, the patent
owner almost never prevails, with the generics pre-
vailing for about 65% of the time, 31% are resolved
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through settlements [29]. Interestingly, the success
rate at the PTO for generic companies, is fairly simi-
lar, although there have only been roughly 220-240
petitions for IPR filed for Orange Book listed patents,
compared with the 5502 petitions filed to date [30].
Recent statistics on IPR show that before the PTAB,
about 40% of bio/pharma patent (not limited to
Orange Book listed patents) claims are found unpat-
entable, 10% of the claims are canceled and 27% of
the claims are found not unpatentable [31]. Given the
relatively reasonable success rate before the PTAB,
we would expect to see more patent challenges by
generic pharmaceutical companies before the PTAB
(particularly on API patents which are most difficult
to invalidate in district court and for which the suc-
cess rate in IPR is about 60%), while simultaneously
the generic pharmaceutical companies could take a
noninfringement position on the formulation pat-
ents) due to the reduced cost, increased speed and the
recent seal of approval of these proceedings from the
Supreme Court in Cuozzo.

It, therefore, is not surprising that a dual strategy
for patent challenges in the pharmaceutical industry

has recently emerged, as soon as Hatch—Waxman lit-
igation begins in the district court, the same patents
are simultaneously attacked at the PTAB. The exis-
tence of the dual strategy is based on the idea that
the innovator company faces attack in two fronts:
the PTAB and the district court. Indeed, the PTAB’s
own data (Figure 2) show that, as a percentage of all
post grant petitions, the percentage of petitions in
the pharmaceutical industry has steadily increased
from about 6% in fiscal year (FY) 2014, to about
9% in FY 2015, to about 14% in FY 2016, as of
31 August 2016 [32].

Future perspective

Overall, IPR remains a powerful tool for challeng-
ing patents, and in the future, parties most likely will
continue to explore the rapidly developing dual strat-
egy when attacking the validity of a bio/pharma pat-
ent. Patent challengers may choose to make use of the
PTAB’s expertise, broader claim construction stan-
dard and lower standard of proof to present the most
technical prior art arguments. Challengers can then
focus on efforts during any concurrent litigation on

1529 Total AIA petitions in FY 16
(Technology breakdown)

15
1%

1897 Total AlA petitions in FY 15
(Technology breakdown)

90
5%

0%

1489 Total AlA petitions in FY 14
(Technology breakdown)

114
8%

[ Chemical — TC 1700
M Bio/Pharma — TC 1600
I Design — TC 2900

W Electrical/computer — TCs 2100, 2400, 2600, 2800
B Mechanical/business method — TCs 3600, 3700

0%

Figure 2. Patent Trial and Appeal Board Statistics [33].
The government’s FY is not the same as a calender year.

AlA: America Invents Act; TC: Technology center; FY: Fiscal Year.

future science group

www.future-science.com

10.4155/ppa-2016-0041



Commentary

Mishra, Doody & Davé

other grounds of invalidity, such as arguments regard-
ing patentable subject matter under 35 U.S.C. § 101,
written description or enablement under 35 U.S.C.§
112, or prior art under 35 U.S.C. §§ 102 and 103 that
is unavailable for use in IPR [34]. Under 35 U.S.C.
§311(b), IPR is limited to consideration of patents and
printed publications. Accordingly, nonprinted mate-
rial, such as public use, sales or offers for sale cannot be
used as prior art in IPR.

After Cuozzo, with the PTAB’s continued use of
the BRI claim interpretation standard, and the dis-
trict courts’ continued use of the Phillips standard,
the patent challenger will not be precluded from
arguing differing claim interpretations in district
court litigation and the PTAB, as differing stan-
dards are clearly permissible and contemplated under
the law. Accordingly, the lower standard of proof
and broader claim construction standards before
the PTAB should inure to the benefit of the pat-
ent challenger, making IPR an attractive avenue for
generic companies seeking to challenge the validity
of bio/pharma patents.
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