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Patent applicants rejected by the Patent Trial and Appeal Board usually appeal directly to the U.S. Court of Appeals for
the Federal Circuit. However, Sterne Kessler attorneys say there might be a better way for biopharma applicants to get
the board’s decision overturned: section 145 actions.

The standard course of action when a finally rejected patent applicant loses an intra-agency appeal to the U.S. Patent &
Trademark Office’'s Patent Trial & Appeal Board (PTAB) is a further appeal directly to the U.S. Court of Appeals for the
Federal Circuit.

But, for those seeking high-value patents in the biopharma space, there may be a better route to overturning the
PTAB's decision. A seldom utilized statute, 35 U.S.C. § 145, permits an applicant to challenge the PTAB's decision by
filing a civil action in district court.

This article explores the strategic advantages associated with section 145 actions in terms of maximizing patent term
and leveraging the unique evidentiary opportunities available when litigating in district court.

An Alternative Avenue for Appealing Rejected Patent Applications

Patents are critically important in biopharma for product development and clinical trials necessary to obtain marketing
approval. See Grabowski, H.G., et al., “The Roles of Patents and Research and Development Incentives in
Biopharmaceutical Innovation,” Health Affairs 34(2):302-310, 303 (2015).

Without the promise of significant patent term, the incentives to invest the enormous cost of obtaining marketing
approval (over $2 billion) and to combat the gauntlet of competition following approval would be significantly reduced.
See Kinch, M.S. and Moore, R., “Innovator Organizations in New Drug Development: Assessing the Sustainability of the
Biopharmaceutical Industry,” Cell Chemical Biology 23:644-53 (2016).

Obtaining patents is the first hurdle on the road to protecting biopharma'’s investment in drug development. However,
obtaining patents is challenging as it requires convincing a patent examiner to allow meaningful claims that cover the
ultimately approved product. If unsuccessful at the examiner level, a patent applicant can appeal finally rejected claims
to the PTAB.

For a patent applicant unsuccessful before the PTAB, section 145 provides that the district court “may adjudge that

such applicant is entitled to receive a patent for his invention . .. as the facts in the case may appear and such
adjudication shall authorize the [PTO] Director to issue such patent on compliance with the requirements of law.”
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Thus, section 145 affords a dissatisfied patent applicant the opportunity to sue the PTO and ask a federal judge to
independently adjudicate patentability.

Certain advantages associated with section 145 actions are discussed below.
Procedure and Timeline

Section 145 actions proceed in the same manner as any other civil action. A patent applicant files a complaint after the
PTAB issues its final decision, which can either be a panel decision or a panel’s decision following a request for
rehearing. See 37 C.F.R. 88 41.54, 41.52, 90.3.

The district court first sets a scheduling conference and a date for trial. Deadlines are also set for fact and expert
discovery. Following discovery, there may be dispositive motions, such as a motion for summary judgment. Assuming
the case is not resolved on summary judgment, a trial may ensue.

Generally, the schedule can proceed as illustrated below in Figure 1. (Case schedule may fluctuate somewhat as each
judge in the Eastern District of Virginia may conduct scheduling differently.)

The U.S. District Court for the Eastern District of Virginia is the exclusive venue for section 145 actions. The timeline to a
final disposition from the Eastern District of Virginia, one of the most expeditious federal courts in the country, is
typically a year and a half.

A review of section 145 actions filed over the last five years reveals that discovery and dispositive motions are
completed within the first 6-8 months of litigation.

The PTO normally files a motion for summary judgment. A denial of such a motion can drive settlement and in fact a
number of section 145 actions have been resolved based on settlement. See Mandigo et al v. Kappos, No. 1:2012-cv-
01193 (E.D. Va. Oct. 24, 2012); Disney Enterprises, Inc. v. Focarino, No. 1:2012-cv-00687 (E.D. Va. June 22, 2012);
Intellectual Ventures | LLC v. Rea, No. 1:2013-cv-00534 (E.D. Va. April 30, 2013).

In section 145 actions, counsel for the government has been predominantly from the Department of Justice, but
attorneys from the PTO also play a role. And, while fully capable of litigating civil actions, the government does not

have unlimited resources for doing so.

The opportunity for patent applicants to settle with the government which patent claims should issue and which
should not is a unique feature associated with section 145 actions.

When a patent applicant achieves reversal, either via the court's order or settlement, the issuing patent is also entitled
to compensatory patent term adjustment for time spent on appeal.

Successful Outcomes Can Lead to Significant Patent Term Adjustment
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A significant advantage of section 145 actions is the opportunity to obtain day-for-day patent term adjustment due to
time spent on appeal. A patent applicant successful on appeal is guaranteed an adjustment of one day for each day of
the pendency of the appellate review by the PTAB or by a Federal court. 35 U.S.C. § 154(b)(1)(C) (guaranteeing
adjustment where a Federal court issues “a decision in the review reversing an adverse determination of
patentability”).

Thus, a plaintiff-patent applicant can obtain patent term adjustment for pendency at the PTAB, in district court, and on
appeal at the Federal Circuit, so long as the decision reverses the PTO's determination of unpatentability.

As shown in Figure 2 below, applying the patent term adjustment framework of section 154(b)(1)(C) to the likely
timeline of a section 145 action, provides several opportunities to obtain positive term adjustment.

The first opportunity to obtain adjustment arises via an early settlement or joint remand under Route A in Figure 2.
Under this scenario, the patent applicant could obtain anywhere from 2-8 months of adjustment from the section 145
action, as well as approximately 3 months due to application pendency delay on remand before allowance.

The second opportunity to obtain adjustment arises from a favorable ruling on summary judgment, illustrated by
Route B in Figure 2. Such a decision could be issued about 10-12 months from the issuance of the PTAB's final decision
and would similarly obtain the approximately 3 months of application pendency delay on remand before issuance.

The third opportunity to obtain adjustment arises by virtue of prevailing on judgment after trial, illustrated by Route C
in Figure 2. Based on the time to final disposition in the Eastern District of Virginia, the court’s decision could be issued
within 18 months from the start of the litigation. As with Route A and B, Route C would also include the approximately
3 months of application pendency delay on remand before issuance.

The fourth and final opportunity to obtain adjustment could arise by appeal of the district court’s decision either
affirming the PTO, in which case the patent applicant would appeal, or reversing the PTO, in which case the
government would appeal. This outcome is illustrated by Route D in Figure 2 and could add an additional 14 or so
months after the district court's final decision. Route D would similarly obtain the approximately 3 months of
application pendency delay on remand before issuance.

As shown below, these various outcomes from a section 145 action could add several months to years to a patent's
term.

While any overlapping delay attributed to the PTO, such as greater than 3-year application pendency (35 U.S.C. § 154(b)
(1)(B)), or to patent applicant’s failure to engage in reasonable efforts to conclude prosecution (35 U.S.C. § 154(b)(2)(C)),
is subtracted from the successful section 145 action patent term adjustment, a patent applicant can proactively

manage and minimize at least its own delays.

In addition to the potential gain of several months or years of term on the end of a patent, section 145 actions provide
a patent applicant with several additional strategic opportunities to obtain a patent.

Strategic Opportunities to Build Applicant’s Case for Success on Appeal
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Section 145 actions present a plaintiff-patent applicant opportunities to leverage the tools commonly associated with
district court litigation, e.g., fact and expert discovery, written discovery, subpoenas, technology tutorials, live
testimony and cross-examination of witnesses, and claim construction, to build a record to prevail at summary
judgment or at trial.

First, the district court is not confined by the PTO's record and must make its own fact findings on any new evidence.
Kappos v. Hyatt, 566 U.S. 431, 444-45 (2012). As the Supreme Court has explained, a section 145 action is “not a
technical appeal from the patent-office, nor confined to the case as made in the record of that office, but is prepared
and heard upon all competent evidence adduced, and upon the whole merits.” Id. at 441-42 (quoting Gandy v. Marble,
122 U.S. 432, 439 (1887)).

The Eastern District of Virginia has also explained that a section 145 action is “separate” and “independent” of the
examination process, which suggests that the court does not simply endorse PTO decisions. BTG Int'l Ltd. v. Kappos, No.
1:12-cv-00682, 2012 WL 6082910, at *4 (E.D. Va. Dec. 6, 2012) (“This action is not part of that now concluded
administrative process; it is a separate, independent action ... .").

In addition to the ability to introduce new evidence in support of patentability, parties in section 145 actions can
leverage the full scope of fact and expert discovery ordinarily available under the Federal Rules of Civil Procedure.
Kappos, 566 U.S. at 431.

And although the sample size of section 145 actions from the last five years is relatively small, those actions show that
the district court can be persuaded by new expert testimony and experimental evidence. Panchev v. Kappos, No. 1:12-
cv-641, 2013 WL 3270651 (E.D. Va. June 25, 2013) (considering de novo newly admitted, post-filing evidence including
scientific abstracts and experimental data).

Such evidence has included a comprehensive view of the state of the art (see Disney Enterprises, Inc. v. Rea, 940 F. Supp.
2d 288, 297-99 (E.D. Va. 2013)) and can include evidence supporting the story of the invention, such as level of ordinary
skill, expectation of success, experimental data, (see Panchev, 2013 WL 3270651, at *6-7) as well as objective indicia of
nonobviousness.

Second, claim construction before the district court provides a patent applicant with another opportunity to build
supporting evidence and testimony in favor of patentability. Although claim construction is often underdeveloped
during regular examination, it is a routine part of district court litigation.

In certain situations, the claim construction process may provide plaintiff-patent applicants with patentability
arguments that the PTO would not otherwise be forced to address in an ex parte context. See Panchev, 2013 WL
3270651, at *12-15 (construing claims as “a question of law to be determined by the Court” under Markman but
applying the broadest reasonable interpretation).

Finally, the adversarial nature of section 145 actions can itself be a benefit. For example, a final resolution supporting

patentability from a district court can enhance the strength of the presumption of validity because there has been an
opposing party cross-examining and challenging the patent applicant's evidence.
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In the recent case of Hyatt v. lancu, after an extensive trial on the merits, the district court concluded that his
patentable claims have sufficient written description support, are not anticipated, and are nonobvious. See Hyatt v.
lancu, No. 1:09-cv-01872, ECF No. 225 (D.D.C. Aug. 1, 2018).

Having already been subject to an inter partes contest, future opponents cannot reasonably argue that the patent was
issued without sufficient scrutiny of its patentability.

Given the tremendous investment necessary in biopharmaceutical drug development, biopharma patent applicants
must carefully weigh strategies and options for enhancing exclusivity in the form of patent term. In the toolbox of
strategies, biopharma companies should consider the value added by forcing the PTO into litigation via a section 145
action, where tools such as discovery, experts, and claim construction become available or more robust.

While the risk-reward calculus for section 145 actions is similar to other types of civil litigation, the unique strategic
opportunities and promise of patent term adjustment rewarded by a successful outcome, warrant consideration in any
biopharma company’s arsenal of patent portfolio building strategies.
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