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General: Reduction of Patent Term Adjustment (PTA) with respect to an applicant
failing to engage in reasonable efforts to conclude prosecution does not apply
in situations where there were no efforts in which the applicant could have
engaged to conclude prosecution of a patent.
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Supernus Pharmaceuticals, Inc. ("Supernus") is the owner of the U.S. Patent No. 8,747,897
(“the 897 patent”). The patent application leading to this patent, U.S. Patent Application No.
11/412,100, (“the ‘100 patent application’) was filed on April 27, 2006. Concurrently, Supernus
filed an international patent application that led to European Patent EP2010189.

During prosecution of the ‘100 patent application, Supernus filed a Request for Continued
Examination (RCE) on February 22, 2011, responding to a final rejection. On August 21, 2012,
the European Patent Office (EPO) notified Supernus of a Notice of Opposition filed by a third
party against the European patent, citing ten documents. Supernus subsequently filed a
supplemental Information Disclosure Statement (IDS) with the USPTO on November 29, 2012,
citing the ten documents.

The USPTO calculates a Patent Term Adjustment (PTA) for each patent application being
issued by adding days for USPTO delays and then reducing the resulting number by applicant
delays. When the USPTO issued the 897 patent, the PTA reflected a term reduction of 646 days
for an applicant delay caused by filing the IDS after the RCE, corresponding to the period between
the filing of the RCE (February 22, 2011) and the submission of the IDS (November 29, 2012).
The USPTO relied on 37 CFR 1.704(c)(8) as the basis for the PTA reduction.

Supernus conceded that 100 days of this period, from the EPO notification to the IDS filing,
could be considered applicant delay. However, Supernus challenged the remaining 546 day
deduction by arguing that 37 CFR 1.704(c)(8) does not govern post-RCE submissions. The
USPTO maintained that submission of an IDS after an initial submission (e.g., an RCE) results in
PTA reduction per 37 CFR 1.704(c)(8) because the examiner may be forced to go back and review
the application again. Supernus appealed to the U.S. District Court for the Eastern District of
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Virginia, arguing that 37 CFR 1.704(c)(8) is “arbitrary, capricious, and contrary to the PTA
statute,” in particular, 35 U.S.C. § 154(b) which addresses delays in the patent application process.
The district court concluded that USPTO did not err in the PTA calculation and Supernus appealed.

II. Issue

The central issue in this appeal was whether the USPTO could reduce PTA for a time
period that does not correspond to a failure by the applicant to take reasonable action. In particular,
the issue is whether the USPTO's PTA reduction of 546 days as "applicant delay" was permissible
since the applicant, Supernus, allegedly could not have engaged in any reasonable efforts to
conclude prosecution of the ‘100 patent application because the relevant information (the
European opposition) did not yet exist.

II1. Discussion

The court began its analysis by considering the PTA statute, 35 U.S.C. § 154(b). The
statute allows for an extension of a patent's twenty-year term to compensate for certain USPTO
delays and a reduction of the PTA for periods of applicant delay "equal to the period of time during
which the applicant failed to engage in reasonable efforts to conclude prosecution of the
application."”

The court reviewed the district court's decision based on whether the statute's plain terms
directly address the precise question at issue. Here, the court determined that "the pertinent
language of the PTA statute is plain, clear, and conclusive." The court focused on the statutory
requirement that any PTA reduction "shall be reduced by a period equal to the period of time
during which the applicant failed to engage in reasonable efforts." The court reasoned that the
word "equal" means the reduction cannot exceed the period of applicant failure, and "during
which" ties the reduction to the specific time of that failure. Therefore, if there was no identifiable
effort the applicant could have taken during 546 days between the filing of the RCE (February 22,
2011) and the submission of the IDS (November 29, 2012), that period cannot be counted as
applicant delay. The court acknowledged that 37 CFR 1.704(c)(8) correctly governs filing of a
supplemental IDS. However, the USPTO's application of its regulations in this context is
inconsistent with the statute and would "unfairly penalize applicants, fail to incentivize applicants
not to delay, and fail to protect applicants’ full patent terms." The court further emphasized that
the USPTO is not authorized to exceed the statutory "equal to" limitation by including time when
no such efforts could have been made.

IV. Conclusion

The court reversed the district court's decision in favor of the USPTO and remanded the
case for further proceedings consistent with its opinion. The court held that the USPTO's
deduction of 546 days of Patent Term Adjustment (PTA) as applicant delay was improper because
it was not "equal to the period of time during which the applicant failed to engage in reasonable
efforts to conclude prosecution," as required by 35 U.S.C. § 154(b)(2)(C)(1).
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V. Practice Tips to Avoid PTA Reductions

e 312 amendments should be filed right after receipt of a notice of allowance to avoid
additional PTA reduction. (37 CFR 1.704(c)(10))

e Consider filing any supplementary reply not expressly requested by the examiner with a
subsequent submission (e.g., response) to avoid PTA reduction. (37 CFR 1.704(c)(8))

e Avoid time extensions. (35 U.S.C. § 154 (b)(2)(C)(i1)))

e Any IDS filing triggered by a notification from a foreign patent office should be filed
within thirty days from issuance of the notification, consistent with 37 CFR 1.704 (d)(1)
and 37 CFR 1.56.

VI. Statute and Rules
35 U.S.C. 154 Contents and term of patent; provisional rights.
(b) ADJUSTMENT OF PATENT TERM.—
(2) LIMITATIONS.—
e (C) REDUCTION OF PERIOD OF ADJUSTMENT.—

(1) The period of adjustment of the term of a patent under paragraph (1) shall be
reduced by a period equal to the period of time during which the applicant failed to
engage in reasonable efforts to conclude prosecution of the application.

(i1)) With respect to adjustments to patent term made under the authority of
paragraph (1)(B), an applicant shall be deemed to have failed to engage in
reasonable efforts to conclude processing or examination of an application for the
cumulative total of any periods of time in excess of 3 months that are taken to
respond to a notice from the Office making any rejection, objection, argument, or
other request, measuring such 3-month period from the date the notice was given
or mailed to the applicant.

37 CFR 1.704(c)(8)

Submission of a supplemental reply or other paper, other than a supplemental reply or other paper
expressly requested by the examiner, after a reply has been filed, in which case the period of
adjustment set forth in § 1.703 shall be reduced by the number of days, if any, beginning on the
day after the date the initial reply was filed and ending on the date that the supplemental reply or
other such paper was filed.

37 CFR 1.704 (d)(1)

A paper containing only an information disclosure statement in compliance with §§ 1.97 and 1.98
will not be considered a failure to engage in reasonable efforts to conclude prosecution (processing
or examination) of the application under paragraphs (c)(6), (c)(8), (c)(9), or (c)(10) of this section,
and a request for continued examination in compliance with § 1.114 with no submission other than
an information disclosure statement in compliance with §§ 1.97 and 1.98 will not be considered a
failure to engage in reasonable efforts to conclude prosecution (processing or examination) of the
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application under paragraph (c)(12) of this section, if the paper or request for continued
examination is accompanied by a statement that each item of information contained in the
information disclosure statement:

(1) Was first cited in any communication from a patent office in a counterpart foreign or
international application or from the Office, and this communication was not received by an
individual designated in § 1.56(c) more than thirty days prior to the filing of the information
disclosure statement; or

(i1) Is a communication that was issued by a patent office in a counterpart foreign or
international application or by the Office, and this communication was not received by any
individual designated in § 1.56(c) more than thirty days prior to the filing of the information
disclosure statement.
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