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2701 Patent Term [R-11.2013]

35 U.SC. 154 Contents and term of patent; provisional rights.
(@) IN GENERAL.—

*kkkk

(2) TERM.—Subject to the payment of feesunder thistitle,
such grant shall be for aterm beginning on the date on which the patent
issues and ending 20 years from the date on which the application for
the patent was filed in the United States or, if the application contains
aspecific reference to an earlier filed application or applications under
section 120, 121, or 365(c) from the date on which the earliest such
application was filed.

(3) PRIORITY.—Priority under section 119, 365(a), or
365(b) shall not be taken into account in determining the term of a
patent.

*kkk*k

(c) CONTINUATION.—

(1) DETERMINATION.—The term of a patent that is in
force on or that results from an application filed before the date that is
6 months after the date of the enactment of the Uruguay Round
AgreementsAct shall be the greater of the 20-year term as provided in
subsection (a), or 17 years from grant, subject to any termina
disclaimers.

(2) REMEDIES.—The remedies of sections 283, 284, and
285 shall not apply to acts which —

(A) were commenced or for which substantial
investment was made before the date that is 6 months after the date of
the enactment of the Uruguay Round Agreements Act; and

(B) becameinfringing by reason of paragraph (1).

(3) REMUNERATION.—The actsreferred to in paragraph
(2) may be continued only upon the payment of an equitable
remuneration to the patentee that is determined in an action brought
under chapter 28 and chapter 29 (other than those provisions excluded

by paragraph (2)).

*kkk*k

For applications filed on or after June 8, 1995,
Section 532(a)(1) of the Uruguay Round Agreements
Act (Pub. L. No. 103-465, 108 Stat. 4809 (1994))
amended 35 U.S.C. 154 to provide that the term of
a patent (other than a design patent) begins on the
date the patent issues and ends on the date that is
twenty years from the date on which the application
for the patent wasfiled in the United States or, if the
application contains aspecific referenceto an earlier
filed application or applications under 35 U.S.C.
120, 121, or 365(¢), twenty yearsfrom thefiling date
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of the earliest of such application(s). This patent
term provision is referred to as the “twenty-year
term.” Design patents have aterm of fourteen years
from the date of patent grant, except for any design
patent issued from applications filed on or after the
date of entry into force of the Hague Treaty asto the
United States, has a term of fifteen years from the
date of patent grant (see Pub. L. No. 112-211). See
35U.S.C. 173 and M PEP § 1505.

All patents (other than design patents) that were in
force on June 8, 1995, or that issued on an
application that was filed before June 8, 1995, have
aterm that is the greater of the “twenty-year term”
or seventeen years from the patent grant. See
35 U.SC. 154(c). A patent granted on an
international application filed before June 8, 1995,
and which entered the national stage under 35 U.S.C.
371 before, on or after June 8, 1995, will have aterm
that is the greater of seventeen years from the date
of grant or twenty yearsfrom theinternational filing
date or any earlier filing date relied upon under
35 U.S.C. 120, 121 or 365(c). The terms of these
patents are subject to reduction by any applicable
terminal disclaimers (discussed below).

I. CONTINUING APPLICATIONS

A patent granted on a continuation, divisional, or
continuation-in-part application that wasfiled on or
after June 8, 1995, will have a term which ends
twenty years from the filing date of earliest
application for which a benefit is claimed under
35U.S.C. 120, 121, or 365(c), regardless of whether
the application for which abenefit is claimed under
35U.S.C. 120, 121, or 365(c) wasfiled prior to June
8, 1995.

1. INTERNATIONAL APPLICATIONS

A patent granted on an international application filed
on or after June 8, 1995 and which entersthe national
stage under 35 U.S.C. 371 will have a term which
ends twenty years from the filing date of the
international application. A continuation or a
continuation-in-part application claiming benefit
under 35 U.S.C. 365(c) of an international
application filed under 35 U.S.C. 363 designating
the United Stateswill have aterm which endstwenty
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yearsfrom thefiling date of the parent international
application.

[I1. FOREIGN PRIORITY

Foreign priority under 35 U.S.C. 119(a)-(d), 365(a),
or 365(b) is not considered in determining the term
of a patent. Accordingly, an application claiming
priority under 35 U.S.C. 365(a) or 365(b) hasaterm
which ends twenty years from the filing date of the
application in the United States and not the prior
international application.

V. DOMESTIC BENEFIT UNDER 35 U.S.C.
119(e)

Domestic priority under 35 U.S.C. 119(€) to one or
more U.S. provisional applicationsisnot considered
in the calculation of the twenty-year term. See
35 U.S.C. 154(a)(3).

V. EXPIRATION DATE OF PATENTSWITH
TERMINAL DISCLAIMERS

To determine the “original expiration date” of a
patent subject to aterminal disclaimer, itisgenerally
necessary to examine the language of the terminal
disclaimer in the patent file history. If the disclaimer
disclaims the terminal portion of the term of the
patent which would extend beyond the expiration
date of an earlier issued patent, then the expiration
date of the earlier issued patent determines the
expiration date of the patent subject to the terminal
disclaimer. Before June 8, 1995, the terminal
disclaimer date was printed on the face of the patent;
the date was determined from the expected expiration
date of the earlier issued patent based on a seventeen
year term measured from grant. When 35 U.S.C.
154 was amended such that all patents (other than
design patents) that were in force on June 8, 1995,
or that i ssued on an application that wasfiled before
June 8, 1995, have aterm that is the greater of the
“twenty year term” or seventeen years from the
patent grant, the terminal disclaimer date as printed
on many patents became incorrect. If the terminal
disclaimer of record in the patent file disclaims the
terminal portion of the patent subsequent to the full
statutory term of a referenced patent (without
identifying a specific date), then the date printed on
the face of the patent is incorrect when the full
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statutory term of the referenced patent is changed
as a result of 35 U.S.C. 154(c). That is, the
referenced patent’s " twenty year term” islonger than
the seventeen year term. In such a case, a patentee
may request a Certificate of Correction under
37 CFR 1.323 to correct the information printed on
the face of the patent. However, if the terminal
disclaimer of record in the patent file disclaims the
terminal portion of the patent subsequent to a
specific date, without reference to the full statutory
term of areferenced patent, then the expiration date
is the date specified. Several decisions related to
disclaimersare posted in the Freedom of Information
Act (FOIA) section of the USPTO Web site
(Www.uspto.gov).

VI. PATENT TERM EXTENSIONSOR
ADJUSTMENTS

See MPEP § 2710 et seq. for patent term extensions
or adjustments for delays within the USPTO under
35 U.S.C. 154 for utility and plant patents issuing
on applicationsfiled on or after June 8, 1995. Patents
that issue from applications filed before June 8,
1995, are not eligible for patent term extension or
patent term adjustment under 35 U.S.C. 154.

See M PEP § 2750 et seg. for patent term extensions
available under 35 U.S.C. 156 for premarket
regulatory review. The patent term extension that
may be available under 35 U.S.C. 156 for premarket
regulatory review is separate from and will be added
to any extension that may be available under former
and current 35 U.S.C. 154. While patents that issue
from applications filed before June 8, 1995, are not
eligible for term adjustment under 35 U.S.C. 154,
such patents may be extended under 35 U.S.C. 156.

2702-2709 [Reserved]

2710 Term Extensions or Adjustments for
DelaysWithin the USPTO Under 35 U.S.C.
154 [R-11.2013]

Utility and plant patentsissuing on applicationsfiled
on or after June 8, 1995, but before May 29, 2000,
are eligible for the patent term extension provisions
of former 35 U.S.C. 154(b) and 37 CFR 1.701. See
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MPEP § 2720. Utility and plant patents issuing on
applications filed on or after May 29, 2000 are
eligiblefor the patent term adjustment provisions of
35 U.S.C. 154(b)(effective May 29, 2000 and
amended thereafter) and 37 CFR 1.702 -1.705. See
MPEP § 2730. See Thomas D. Sykes v. Jon W.
Dudas, 573 F.Supp2d 191, 89 USPQ2d 1423 (D.D.C.
2008).

Plant and utility patentsissuing on applicationsfiled
before June 8, 1995 which have a term that is the
greater of the “twenty-year term” (see MPEP_§
2701) or seventeen years from patent grant are not
eligible for term extension or adjustment due to
delays in processing the patent application by the
United States Patent and Trademark Office.

Since the term of a design patent is not affected by
the length of time prosecution takes place, there are
no patent term adjustment provisions for design
patents.

2711-2719 [Reserved]

2720 Applications Filed Between June 8,
1995, and May 28, 2000 [R-11.2013]

Former 35 U.S.C. 154 Contents and term of patent.

*kkk*k

(b) TERM EXTENSION.—

(1) INTERFERENCE DELAY OR SECRECY
ORDERS.—If the issue of an origina patent is delayed due to a
proceeding under section 135(a) of thistitle, or because the application
for patent is placed under an order pursuant to section 181 of thistitle,
the term of the patent shall be extended for the period of delay, but in
no case more than 5 years.

(2) EXTENSION FOR APPELLATE REVIEW. —If the
issue of a patent is delayed due to appellate review by the Board of
Patent Appeals and Interferences or by a Federal court and the patent
is issued pursuant to a decision in the review reversing an adverse
determination of patentability, the term of the patent shall be extended
for aperiod of time but in no case more than 5 years. A patent shall not
be eligiblefor extension under this paragraphiif it is subject to aterminal
disclaimer due to the issue of another patent claiming subject matter
that is not patentably distinct from that under appellate review.

(3) LIMITATIONS.—The period of extension referred to

in paragraph (2)—

(A) shall include any period beginning on the date on
which an appeal is filed under section 134 or 141 of this title, or on
which an action iscommenced under section 145 of thistitle, and ending
on the date of afinal decision in favor of the applicant;

(B) shal be reduced by any time attributable to
appellate review before the expiration of 3 years from thefiling date of
the application for patent; and
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(C) shall bereduced for the period of time during which
the applicant for patent did not act with due diligence, as determined
by the Commissioner.

(4) LENGTH OF EXTENSION.—Thetotal duration of all
extensions of a patent under this subsection shall not exceed 5 years.
*kkkk

37 CFR 1.701 Extension of patent term due to examination
delay under the Uruguay Round Agreements Act (original
applications, other than designs, filed on or after June 8, 1995,
and before May 29, 2000).
(a) A patent, other than for designs, issued on an application filed
on or after June 8, 1995, isentitled to extension of the patent term if the
issuance of the patent was delayed due to:

(1) Interference or derivation proceedings under 35 U.S.C.
135(a); and/or

(2) Theapplication being placed under a secrecy order under
35U.S.C. 181, and/or

(3) Appellate review by the Patent Trial and Appeal Board
or by a Federal court under 35 U.S.C. 141 or 145, if the patent was
issued pursuant to a decision in the review reversing an adverse
determination of patentability and if the patent isnot subject to atermina
disclaimer due to theissuance of another patent claiming subject matter
that is not patentably distinct from that under appellate review. If an
application isremanded by apanel of the Patent Trial and Appeal Board
and the remand is the last action by a panel of the Patent Trial and
Appeal Board prior to the mailing of a notice of allowance under 35
U.S.C. 151 inthe application, the remand shall be considered adecision
inthereview reversing an adverse determination of patentability asthat
phraseisusedin 35 U.S.C. 154(b)(2) as amended by section 532(a) of
the Uruguay Round Agreements Act, Public Law 103-465, 108 Stat.
4809, 4983-85 (1994), and a fina decision in favor of the applicant
under paragraph (c)(3) of thissection. A remand by apanel of the Patent
Trial and Appeal Board shall not be considered adecision in the review
reversing an adverse determination of patentability as provided in this
paragraph if thereisfiled arequest for continued examination under 35
U.S.C. 132(b) that was not first preceded by the mailing, after such
remand, of at least one of an action under 35 U.S.C. 132 or anotice of
allowance under 35 U.S.C. 151.

(b) Theterm of apatent entitled to extension under paragraph (a)
of this section shall be extended for the sum of the periods of delay
calculated under paragraphs (c)(1), (c)(2), (c)(3) and (d) of this section,
to the extent that these periods are not overlapping, up to a maximum
of five years. The extension will run from the expiration date of the
patent.

() (1) The period of delay under paragraph (a)(1) of this section
for an application is the sum of the following periods, to the extent that
the periods are not overlapping:

(i) With respect to each interference or derivation
proceeding in which the gpplication was involved, the number of days,
if any, in the period beginning on the date the interference or derivation
proceeding was instituted to involve the application in the interference
or derivation proceeding and ending on the date that the interference or
derivation proceeding was terminated with respect to the application;
and

(if) Thenumber of days, if any, in the period beginning
on the date prosecution in the application was suspended by the Patent
and Trademark Office due to interference or derivation proceedings
under 35 U.S.C. 135(a) not involving the application and ending on the
date of the termination of the suspension.

(2) Theperiod of delay under paragraph (a)(2) of thissection
for an application is the sum of the following periods, to the extent that
the periods are not overlapping:

(i) The number of days, if any, the application was
maintained in a sealed condition under 35 U.S.C. 181;

(ii) The number of days, if any, in the period beginning
on the date of mailing of an examiner’'s answer under 8 41.39 of this
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title in the application under secrecy order and ending on the date the
secrecy order and any renewal thereof was removed;

(iif) Thenumber of days, if any, inthe period beginning
on the date applicant was notified that an interference or derivation
proceeding would be instituted but for the secrecy order and ending on
the date the secrecy order and any renewal thereof was removed; and

(iv) The number of days, if any, in the period beginning
on the date of notification under 37 CFR 5.3(c) and ending on the date
of mailing of the notice of allowance under § 1.311.

(3) Theperiod of delay under paragraph (a)(3) of thissection
isthe sum of the number of days, if any, in the period beginning on the
date on which an appeal to the Patent Trial and Appeal Board was filed
under 35 U.S.C. 134 and ending on the date of afinal decisionin favor
of the applicant by the Patent Trial and Appeal Board or by a Federa
courtin an appeal under 35 U.S.C. 141 or acivil action under 35 U.S.C.
145.

(d) The period of delay set forth in paragraph (c)(3) shall be
reduced by:

(1) Any time during the period of appellate review that
occurred before three years from the filing of the first nationa
application for patent presented for examination; and

(2) Any time during the period of appellate review, as
determined by the Director, during which the applicant for patent did
not act with due diligence. In determining the due diligence of an
applicant, the Director may examine the facts and circumstances of the
applicant’s actions during the period of appellate review to determine
whether the applicant exhibited that degree of timeliness as may
reasonably be expected from, and which is ordinarily exercised by, a
person during a period of appellate review.

(e) The provisions of this section apply only to origina patents,
except for design patents, issued on applications filed on or after June
8, 1995, and before May 29, 2000.

The twenty-year term of a patent issuing from an
application filed on or after June 8, 1995, and before
May 29, 2000, may be extended for a maximum of
five years for delays in the issuance of the patent
dueto interferences, secrecy orders and/or successful
appedl sto the Patent Trial and Appeal Board (Board)
or the Federal courts in accordance with 37 CFR
1.701. Seeformer 35 U.S.C. 154(b), asreproduced
above. Extensionsfor successful appealsarelimited
in that the patent must not be subject to a terminal
disclaimer. Further, the period of extension will be
reduced by any time attributable to appellate review
within three years of the filing date of the first
national application for patent, and the period of
extension for appellate review will be reduced by
any time during which the applicant did not act with
due diligence. The patent term extension that may
be available under 35 U.S.C. 156 for premarket
regulatory review isseparate from and will be added
to any extension that may be available under former
and current 35 U.S.C. 154. See MPEP § 2750 et
seg.35 U.S.C. 154(b) was amended, effective May
29, 2000, to provide for patent term adjustment for
applications filed on or after May 29, 2000, but the
provisions of former 35 U.S.C. 154(b), as
reproduced above, continue to apply to applications
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filed between and including June 8, 1995 and May
28, 2000. 35 U.S.C. 154 also was amended effective
Sept. 16, 2012 and Jan. 14, 2013.

Examiners make no decisionsregarding patent term
extensions. Any patent term extension granted as a
result of administrative delay pursuant to 37 CFR
1.701 will be printed on the face of the patent in
generally the same location as the termina
disclaimer information. The term of a patent will be
readily discernible from the face of the patent (i.e.,
from thefiling date, continuing data, issue date and
any patent term extensions printed on the patent).

It applicant disagreeswith the patent term extension
information printed on the front page of the patent,
applicant may request review by way of a petition
under 37 CFR 1.181. If the petition is granted, a
Certificate of Correction pursuant to 37 CFR 1.322
will be issued.

Effective May 24, 2004, 37 CFR 1.701(a)(3) was
amended to indicate that certain remands by the
Board shall be considered “adecision in the review
reversing an adverse determination of patentability”
for patent term extension purposes.

Petitions and Certificates of Correction regarding
patent term extension under former 35 U.S.C.
154(b) should be addressed to Mail Stop Patent Ext.,
Commissioner for Patents, PO. Box 1450,
Alexandria, Virginia 22313-1450.

2721-2729 [Reserved]

2730 ApplicationsFiled on or After May 29,
2000; Groundsfor Adjustment [R-11.2013]

35 U.SC. 154 Contents and term of patent; provisional rights.

*kkkk

(b) ADJUSTMENT OF PATENT TERM.—
(1) PATENT TERM GUARANTEES —

(A) GUARANTEE OF PROMPT PATENT AND
TRADEMARK OFFICE RESPONSES.— Subject to the limitations
under paragraph (2), if the issue of an original patent is delayed due to
the failure of the Patent and Trademark Office to—

(i) provide at least one of the notifications under
section 132 or anotice of allowance under section 151 of thistitle not
later than 14 months after—

2700-5

2730

(1) the date on which an application wasfiled
under section 111(a) ; or

(I1) thedate of commencement of the national
stage under section 371 in an international application;

(ii) respond to areply under section 132, or to an
appeal taken under section 134, within 4 months after the date on which
the reply was filed or the appeal was taken;

(iii) act onan application within 4 months after the
date of adecision by the Patent Trial and Appeal Board under section
134 or 135 or adecision by a Federal court under section 141, 145, or
146 in acasein which allowable claims remain in the application; or

(iv) issue a patent within 4 months &fter the date
on which the issue fee was paid under section 151 and all outstanding
requirements were satisfied, the term of the patent shall be extended 1
day for each day after the end of the period specified in clause (i), (ii),
(iii), or (iv), asthe case may be, until the action described in such clause
istaken.

(B) GUARANTEE OF NO MORE THAN 3-YEAR
APPLICATION PENDENCY.— Subject to the limitations under
paragraph (2), if the issue of an origina patent is delayed due to the
failure of the United States Patent and Trademark Officeto issue apatent
within 3 years after the actual filing date of the application under section
111(a) inthe United States, or, in the case of aninternational application,
the date of commencement of the national stage under section 371 in
the international application, not including—

(i) any time consumed by continued examination
of the application requested by the applicant under section 132(b);

(ii) any time consumed by a proceeding under
section 135(a), any time consumed by the imposition of an order under
section 181, or any time consumed by appellate review by the Patent
Trial and Appeal Board or by a Federal court; or

(iii) any delay in the processing of the application
by the United States Patent and Trademark Office requested by the
applicant except as permitted by paragraph (3)(C), the term of the patent
shall be extended 1 day for each day after the end of that 3-year period
until the patent isissued.

(C) GUARANTEE OF ADJUSTMENTS FOR
DELAYS DUE TO DERIVATION PROCEEDINGS, SECRECY
ORDERS, AND APPEALS.— Subject to thelimitations under paragraph
(2), if theissue of an original patent is delayed due to—

(i) aproceeding under section 135(a);

(ii) theimposition of an order under section 181;
or

(iii) appellate review by the Patent Trial and
Appeal Board or by a Federal court in a case in which the patent was
issued under adecision in the review reversing an adverse determination
of patentability, the term of the patent shall be extended 1 day for each
day of the pendency of the proceeding, order, or review, as the case
may be.

(2) LIMITATIONS—

(A) IN GENERAL.— To the extent that periods of
delay attributable to grounds specified in paragraph (1) overlap, the
period of any adjustment granted under this subsection shall not exceed
the actual number of days the issuance of the patent was delayed.

(B) DISCLAIMED TERM.— No patent the term of
which has been disclaimed beyond a specified date may be adjusted
under this section beyond the expiration date specified in the disclaimer.

(C) REDUCTION OF PERIOD OFADJUSTMENT.—

(i) The period of adjustment of theterm 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.

(ii) 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
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any periods of time in excess of 3 months that are taken to respond to
anotice 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.

(iii) The Director shall prescribe regulations
establishing the circumstances that constitute a failure of an applicant
to engage in reasonable efforts to conclude processing or examination
of an application.

(3) PROCEDURES FOR PATENT TERM ADJUSTMENT
DETERMINATION.—

(A) TheDirector shall prescribe regul ations establishing
procedures for the application for and determination of patent term
adjustments under this subsection.

(B) Under the procedures established under
subparagraph (A), the Director shall—

(i) make adetermination of the period of any patent
term adjustment under this subsection, and shall transmit a notice of
that determination no later than the date of issuance of the patent; and

(ii) providetheapplicant one opportunity to request
reconsideration of any patent term adjustment determination made by
the Director.

(C) The Director shall reinstate al or part of the
cumulative period of time of an adjustment under paragraph (2)(C) if
the applicant, prior to the issuance of the patent, makes a showing that,
in spite of all due care, the applicant was unable to respond within the
3-month period, but in no case shall more than three additional months
for each such response beyond the original 3-month period be reinstated.

(D) The Director shall proceed to grant the patent after
completion of the Director’s determination of a patent term adjustment
under the procedures established under this subsection, notwithstanding
any appeal taken by the applicant of such determination.

(4 APPEAL OF PATENT TERM ADJUSTMENT
DETERMINATION.—

(A) An applicant dissatisfied with the Director’'s
decision on the applicant’s request for reconsideration under paragraph
(3)(B)(ii) shall have the exclusive remedy by a civil action against the
Director filed in the United States District Court for the Eastern District
of Virginiawithin 180 days after the date of the Director’s decision on
the applicant’s request for reconsideration. Chapter 7 of title 5, United
States Code, shall apply to such action. Any final judgment resulting
in achangeto the period of adjustment of the patent term shall be served
on the Director, and the Director shall thereafter alter the term of the
patent to reflect such change.

(B) Thedetermination of apatent term adjustment under
this subsection shall not be subject to appeal or challenge by a third
party prior to the grant of the patent.

*kkkk

37 CFR 1.702 Grounds for adjustment of patent term dueto
examination delay under the Patent Term Guarantee Act of
1999 (original applications, other than designs, filed on or
after May 29, 2000).

(a) Failureto take certain actions within specified time frames.
Subject to the provisions of 35 U.S.C. 154(b) and this subpart, the term
of an origina patent shall be adjusted if the issuance of the patent was
delayed due to the failure of the Office to:

(1) Mall at least one of a notification under 35 U.S.C. 132
or anotice of alowance under 35 U.S.C. 151 not later than fourteen
months after the date on which the application wasfiled under 35 U.S.C.
111(a) or the date the national stage commenced under 35 U.S.C. 371(b)
or (f) in an international application;

(2) Respond to areply under 35 U.S.C. 132 or to an appeal
taken under 35 U.S.C. 134 not later than four months after the date on
which the reply was filed or the appeal was taken;

(3) Act on an application not later than four months after
the date of a decision by the Patent Trial And Appea Board under 35
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U.S.C. 134 or 135 or adecision by aFederal court under 35 U.S.C. 141,
145, or 146 where at |east one allowable claim remainsin the application;
or

(4) Issue a patent not later than four months after the date
onwhich theissuefeewaspaid under 35 U.S.C. 151 and all outstanding
requirements were satisfied.

(b) Three-year pendency. Subject to the provisions of 35 U.S.C.
154(b) and this subpart, the term of an original patent shall be adjusted
if theissuance of the patent was delayed due to the failure of the Office
toissue apatent within three years after the date on which the application
was filed under 35 U.S.C. 111(a) or the national stage commenced
under 35 U.S.C. 371(b) or (f) in an international application, but not
including:

(1) Any time consumed by continued examination of the
application under 35 U.S.C. 132(b);

(2) Any time consumed by an interference or derivation
proceeding under 35 U.S.C. 135(a);

(3) Any time consumed by the imposition of asecrecy order
under 35 U.S.C. 181;

(4) Any time consumed by review by the Patent Trial and
Appea Board or a Federal court; or

(5) Any delay in the processing of the application by the
Office that was requested by the applicant.

(c) Delays caused by interference and derivation proceedings.
Subject to the provisions of 35 U.S.C. 154(b) and this subpart, theterm
of an original patent shall be adjusted if the issuance of the patent was
delayed due to interference or derivation proceedings under 35 U.S.C.
135(a).

(d) Delays caused by secrecy order. Subject to the provisions of
35 U.S.C. 154(b) and this subpart, the term of an original patent shall
be adjusted if the issuance of the patent was delayed due to the
application being placed under a secrecy order under 35 U.S.C. 181.

(e) Delays caused by successful appellate review. Subject to the
provisions of 35 U.S.C. 154(b) and this subpart, the term of an original
patent shall be adjusted if the issuance of the patent was delayed due to
review by the Patent Trial and Appeal Board under 35 U.S.C. 134 or
by a Federal court under 35 U.S.C. 141 or 145, if the patent was issued
under a decision in the review reversing an adverse determination of
patentability. If an application isremanded by apanel of the Patent Trial
and Appeal Board and the remand is the last action by a panel of the
Patent Trial and Appeal Board prior to the mailing of a notice of
allowance under 35 U.S.C. 151 in the application, the remand shall be
considered a decision by the Patent Trial and Appeal Board as that
phrase is used in 35 U.S.C. 154(b)(1)(A)(iii), adecision in the review
reversing an adverse determination of patentability as that phrase is
used in 35 U.S.C. 154(b)(1)(C)(iii), and afina decision in favor of the
applicant under § 1.703(€). A remand by a panel of the Patent Trial and
Appeal Board shall not be considered adecisioninthereview reversing
an adverse determination of patentability as provided in this paragraph
if there is filed a request for continued examination under 35 U.S.C.
132(b) that was not first preceded by the mailing, after such remand,
of at least one of an action under 35 U.S.C. 132 or anotice of allowance
under 35 U.S.C. 151.

(f) The provisions of this section and §8 1.703 through 1.705
apply only to original applications, except applications for a design
patent, filed on or after May 29, 2000, and patents issued on such
applications.

35 U.S.C. 154(b), was amended effective May 29,
2000, and further amended by Public Law 112-29,
enacted on September 16, 2011, known as the
Leahy-Smith America Invents Act (AlA) and by
Public Law 112-274, enacted on January 14, 2013,
known as the AIA Technical Corrections Act. All
referencesto 35 U.S.C. 154(b) hereinafter areto 35
U.S.C. 154(b), as amended effective May 29, 2000
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and as further amended by the Public Laws 112-29
and 112-274. 37 CFR 1.702-1.705 implement the
provisions of 35 U.S.C. 154(b) and apply to utility
and plant patent applications filed on or after May
29, 2000.

Due to various effective dates of changes to the
provisionsof 37 CFR 1.702-1.705, thereare several
versions currently in place. For example, thereisa
version of 37 CER 1.702 that appliesonly to patents
granted on or after January 14, 2013 and another
version that applies to patents granted prior to
January 14, 2013. For another example, there is a
version of the provisions of 37 CFR 1.703(b)(4) and
(e) that are only applicable to applications and
patents in which a notice of allowance issued on or
after September 17, 2012. Office personnel need to
carefully consider the effective date provisions in
the regulationsin order to determine which version
to apply to the particular application or patent under
consideration.

37 CFER 1.702 sets forth the bases for patent term
adjustment under 35 U.S.C. 154(b)(1).

37 CFR 1.702(a) indicates that a patent is entitled
to patent term adjustment if the Office fails to
perform certain acts of examination within specified
time frames (35 U.S.C. 154(b)(1)(A)).

Effective September 16, 2012, the Board of Patent
Appeals and Interferences has been re-designated
the Patent Trial and Appeal Board. Accordingly, 37
CFER 1.702(a)(3) has been amended to reflect the
re-designation of the patent appeal board.

For applications in which a patent was granted on
or after January 14, 2013, 37 CFR 1.702(a)(1)
provides patent term adjustment if the Office fails
to mail either a notification under 35 U.S.C. 132 or
notice of allowance under 35 U.S.C. 151 not later
than 14 months after the date on which the
application wasfiled under 35 U.S.C. 111(a) or the
date the national stage commenced under 35 U.S.C.
371(b) or (f) in an international application. For
applicationsfiled on or after May 29, 2000 in which
the patent was granted prior to January 14 2013, the
fourteen month measurement in international
applications is based upon the date that the
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application fulfilled the requirements of 35 U.S.C.
371 and not the date the national stage commenced.

37 CFER 1.702(b) indicates that a patent is entitled
to patent term adjustment if, subject to a number of
limitations, the Office fails to issue a patent within
threeyears of the actual filing date of the application
(35_U.S.C. 154(b)(1)(B)). In the case of an
international application, the phrase “actual filing
date of the application in the United States” means
the date the national stage commenced under 35
U.S.C. 371(b) or (f) . See Changes to Implement
Patent Term Adjustment Under Twenty-Year Patent
Term, 65 Fed. Reg. 56366, 56382-84, (Sept. 18,
2000), 1239 Off. Gaz. Pat. Office 14, 28-30 (Oct. 3,
2000). On January 14, 2013 Section 1(h)(1)(B) of
the AIA Technical Corrections Act amended 35
U.S.C. 154(b)(1)(B) to change “the actual filing date
of the applicationin the United States’ to“ the actual
filing date of the application under section 111(a)
in the United States, or, in the case of an
international application, the date of commencement
of the national stage under section 371 in the
international application.” The clarification of the
meaning of the phrase “actual filing date of the
application in the United States” did not require a
changeto thelanguage of 37 CFR 1.702(b) because
the Office had interpreted, by regulation, the
language of the former 35 U.S.C. 154(b)(1)(B) to
have the same meaning as the current 35 U.S.C.
154(b)(1)(B), as discussed above. See Changes to
Implement Patent Term Adjustment Under
Twenty-Year Patent Term, 65 Fed. Reg. 56366,
56382-84, (Sept. 18, 2000), 1239 Off. Gaz. Pat.
Office 14, 28-30 (Oct. 3, 2000). See also Revisions
to Patent Term Adjustment, 78 Fed. Reg. 19416,
19417 (Apr. 1, 2013), 1389 Off. Gaz. Pat. Office
224 (Apr. 23, 2013).

Effective on September 16, 2012, 37 CFR
1.702(b)(2) was amended to reflect the statutory
change in section 3(i) of the AIA that replaced
interference proceedingswith derivation proceedings
for some applications. In addition, section 3(j) of the
AlA re-designated thetitle“Board of Patent Appeals
and Interferences’ as “Patent Tria and Appedal
Board” in 35 U.S.C. 134, 145, 146, 154, and 305.
Accordingly, 37 CFR 1.702(b)(4) was amended to
reflect the re-designation of the title of the Board.
See Changes to Implement Miscellaneous Post
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Patent Provisions of the Leahy-Smith America
Invents Act, 77 Fed. Reg. 46615 (August 6, 2012).

37 CFR 1.702(c) also indicates that a patent is
entitled to patent term adjustment if the issuance of
the patent was delayed by an interference proceeding
(35_U.S.C. 154(b)(1)(C)(i)). Effective September
16, 2012, 37 CER 1.702(c) was amended to reflect
the statutory change in section 3(i) of the AIA that
replaced interference proceedings with derivation
proceedings for certain applications. Specificaly,
37 CFR 1.702(c) added derivation proceedings to
the guarantees of adjustment for Office delays. In
addition, section 3(j) of the AIA redesignated the
title“Board of Patent Appealsand Interferences’ as
“Patent Trial and Appeal Board” in 35 U.S.C. 134,
145, 146, 154, and 305. 37 CFR 1.702(d) indicates
that a patent is entitled to patent term adjustment if
the issuance of the patent was delayed by the
application being placed under asecrecy order under
35U.S.C. 181 (35 U.S.C. 154(b)(1)(C)(ii)). 37 CFR
1.702(e) indicates that a patent is entitled to patent
term adjustment if the issuance of the patent was
delayed by successful appellate review under 35
USC. 134, 141, or 145 (35 U.SC.
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continued examination (RCE) filed under 35 U.S.C.
132(b) and 37 CFR 1.114 isnot a new application
(itisasubmissionin aprevioudly filed application),
filing an RCE in an application filed before May 29,
2000, does not cause that application to be entitled
to the benefits of the patent term adjustment
provisions of 35 U.S.C. 154(b) and 37 CFR 1.702
through 1.705.

37 CFR 1.703 Period of adjustment of patent term due to
examination delay.
(a) The period of adjustment under § 1.702(a) is the sum of the
following periods:

(1) The number of days, if any, in the period beginning on
the day after the date that is fourteen months after the date on which the
application wasfiled under 35 U.S.C. 111(a) the date the national stage
commenced under 35 U.S.C. 371(b) or (f) in aninternational application
and ending on the date of mailing of either an action under 35 U.S.C.
132, or anotice of allowance under 35 U.S.C. 151, whichever occurs
first;

(2) The number of days, if any, in the period beginning on
the day after the date that is four months after the date areply under §
1.111 was filed and ending on the date of mailing of either an action
under 35 U.S.C. 132, or a notice of alowance under 35 U.S.C. 151,
whichever occursfirst;

(3) The number of days, if any, in the period beginning on
the day after the date that is four months after the date a reply in
compliance with § 1.113(c) wasfiled and ending on the date of mailing
of either an action under 35 U.S.C. 132, or anotice of allowance under
35 U.S.C. 151, whichever occursfirst;

154(b)(1)(C)(iii)).

Effective May 24, 2004, 37 CFR 1.702(e) was
amended to indicate that certain remands by the
Board of Patent Appeals and Interferences shall be
considered “a decision in the review reversing an
adverse determination of patentability” for patent
term adjustment purposes. Effective September 16,
2012, 37 CFR 1.702(e) was amended to
implemented section (3)(j) of the AIA by
re-designating the title “Board of Patent Appeals
and Interferences’ as “Patent Trial and Apped
Board”.

37 CFR 1.702(f) provides that the provisions of
37 CER 1.702 through 1.705 apply only to original
(i.e., non-reissue) applications, except applications
for a design patent, filed on or after May 29, 2000,
and patents issued on such applications. Since a
continued prosecution application (CPA) filed under
37 CFR 1.53(d) is a new (continuing) application,
a CPA filed on or after May 29, 2000, and before
July 14, 2003, isentitled to the benefits of the patent
term adjustment provisions of 35 U.S.C. 154(b) and
37 CFR 1.702 through 1.705. Since a request for
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(4) The number of days, if any, in the period beginning on
the day after the date that is four months after the date an appeal brief
in compliance with § 41.37 was filed and ending on the date of mailing
of any of an examiner’sanswer under § 41.39, an action under 35 U.S.C.
132, or anotice of allowance under 35 U.S.C. 151, whichever occurs
first;

(5) The number of days, if any, in the period beginning on
the day after the date that isfour months after the date of afinal decision
by the Patent Trial and Appeal Board or by a Federal court in an appeal
under 35 U.S.C. 141 or acivil action under 35 U.S.C. 145 or 146 where
at least one alowable claim remains in the application and ending on
the date of mailing of either an action under 35 U.S.C. 132 or anotice
of allowance under 35 U.S.C. 151, whichever occurs first; and

(6) The number of days, if any, in the period beginning on
the day after the date that isfour months after the date the issue fee was
paid and all outstanding requirements were satisfied and ending on the
date a patent was issued.

(b) The period of adjustment under § 1.702(b) is the number of
days, if any, in the period beginning on the day after the date that is
three years after the date on which the application was filed under 35
U.S.C. 111(a) or the national stage commenced under 35 U.S.C. 371(b)
or (f) in an international application and ending on the date a patent
was issued, but not including the sum of the following periods:

(1) The number of days, if any, in the period beginning on
the date on which arequest for continued examination of the application
under 35 U.S.C. 132(b) wasfiled and ending on the date the patent was
issued;

(2) (i) The number of days, if any, in the period beginning
on the date an interference or derivation proceeding was instituted to
involve the application in the interference or derivation proceeding
under 35 U.S.C. 135(a) and ending on the date that the interference or
derivation proceeding was terminated with respect to the application;
and

(ii) The number of days, if any, in the period beginning
on the date prosecution in the application was suspended by the Office
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due to interference or derivation proceedings under 35 U.S.C. 135(a)
not involving the application and ending on the date of the termination
of the suspension;

(3) (i) The number of days, if any, the application was
maintained in a sealed condition under 35 U.S.C. 181,

(if) The number of days, if any, in the period beginning
on the date of mailing of an examiner's answer under § 41.39 in the
application under secrecy order and ending on the date the secrecy order
was removed;

(i) Thenumber of days, if any, in the period beginning
on the date applicant was notified that an interference or derivation
proceeding under 35 U.S.C. 135(a) would be instituted but for the
secrecy order and ending on the date the secrecy order was removed;
and

(iv) The number of days, if any, in the period beginning
on the date of notification under 8 5.3(c) of this chapter and ending on
the date of mailing of the notice of alowance under 35 U.S.C. 151; and,

(4) The number of days, if any, in the period beginning on
the date on which jurisdiction over the application passes to the Patent
Trial and Appeal Board under § 41.35(a) of this chapter and ending on
the date that jurisdiction by the Patent Trial and Appeal Board ends
under § 41.35(b) of this chapter or the date of the last decision by a
Federal court in an appeal under 35 U.S.C. 141 or civil action under 35
U.S.C. 145, whichever is later.

(c) The period of adjustment under § 1.702(c) is the sum of the
following periods, to the extent that the periods are not overlapping:

(1) The number of days, if any, in the period beginning on
the date an interference or derivation proceeding wasinstituted to involve
the application in the interference or derivation proceeding under 35
U.S.C. 135(a) and ending on the date that the interference or derivation
proceeding was terminated with respect to the application; and

(2) The number of days, if any, in the period beginning on
the date prosecution in the application was suspended by the Office due
to interference or derivation proceedings under 35 U.S.C. 135(a) not
involving the application and ending on the date of the termination of
the suspension.

(d) The period of adjustment under § 1.702(d) is the sum of the
following periods, to the extent that the periods are not overlapping:

(1) The number of days, if any, the application was
maintained in a sealed condition under 35 U.S.C. 181,

(2) The number of days, if any, in the period beginning on
the date of mailing of an examiner's answer under § 41.39 in the
application under secrecy order and ending on the date the secrecy order
was removed;

(3) The number of days, if any, in the period beginning on
the date applicant was notified that an interference or derivation
proceeding under 35 U.S.C. 135(a) would be instituted but for the
secrecy order and ending on the date the secrecy order was removed;
and

(4) The number of days, if any, in the period beginning on
the date of notification under § 5.3(c) of this chapter and ending on the
date of mailing of the notice of allowance under 35 U.S.C. 151.

(e) The period of adjustment under § 1.702(e) is the sum of the
number of days, if any, in the period beginning on the date on which
jurisdiction over the application passes to the by the Patent Trial and
Appeal Board under § 41.45(a) of this chapter and ending on the date
of afinal decision in favor of applicant by the Patent Trial and Appeal
Board or a Federal court in an appeal under 35 U.S.C. 141 or a civil
action under 35 U.S.C. 145.

(f) The adjustment will run from the expiration date of the patent
as set forth in 35 U.S.C. 154(a)(2). To the extent that periods of delay
attributable to the grounds specified in § 1.702 overlap, the period of
adjustment granted under this section shall not exceed the actual number
of days the issuance of the patent was delayed. The term of a patent
entitled to adjustment under § 1.702 and this section shall be adjusted
for the sum of the periods calculated under paragraphs (a) through (€)
of this section, to the extent that such periods are not overlapping, less
the sum of the periods calculated under § 1.704. The date indicated on
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any certificate of mailing or transmission under § 1.8 shall not be taken
into account in this calcul ation.

(9) No patent, the term of which has been disclaimed beyond a
specified date, shall be adjusted under § 1.702 and this section beyond
the expiration date specified in the disclaimer.

On September 16, 2012, 37 CER 1.703 was amended
to reflect the statutory change in section 3(i) of the
AlA that replaced interference proceedings with
derivation proceedings for certain applications. See
AlA section 3(n). 37 CFR 1.702(c) added derivation
proceedings to the guarantees of adjustment for
Office delays. In addition, section 3(j) of the AIA
redesignated the “Board of Patent Appeas and
Interferences’ as* Patent Trial and Appeal Board”
in 35 U.S.C. 134, 145, 146, 154, and 305. 37 CFR
1.703(a)(5) was amended to reflect the change to
thetitle of the Patent Board and 37 CFR 1.703(b)(2),
0)(3), (€)(1), and (d)(3) were amended to reflect
the addition of derivation proceedings to the rules
providing parent term adjustment for Office delay.

Effective September 17, 2012, any application that
receives a notice of allowance on or after such date
and issues as a patent, is entitled to patent term
adjustment under 37 CFER 1.702(e) for the sum of
the number of days, if any, in the period beginning
on the date on which jurisdiction passesto the Patent
Trial and Appeal Board and ends on the date of a
final decision in favor of applicant by the Patent
Trial and Appeal Board or a Federa court in an
appeal under 35 U.S.C. 141 or acivil action under
35 U.SC. 145. See Revisons of Patent Term
Adjustment Provisions Relating to Appellate Review,
77 Fed. Reg. 49354 (August 16, 2012).

Effective September 17, 2012, any application that
receives a notice of allowance on or after such date
and issues as a patent, the three year delay under 37
CFER 1.703(b) does not include the number of days,
if any, in the period beginning on the date which
jurisdiction passes to the Patent Trial and Appea
Board under 37 CFR 41.35(a) to the date that the
jurisdiction byof the Patent Trial and Appeal Board
ends under 37 CFR 41.35(b) or the date of the last
decision by the Federal court in an appeal under 35
U.S.C. 141 or civil action under 35 U.S.C. 145.

The Office will also apply the changesto 37 CFR
1.703 in any timely patent term adjustment
reconsideration proceeding that is initiated on or
after September 17, 2012. To alow patenteestotake
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advantage of changes to this provision relating to
appellate review, the Office will consider the
following timely-filed proceedings to be eligible
"patent term adjustment reconsideration proceeding”
if initiated on or after September 17, 2012:

(1) Reconsideration proceedings initiated
pursuant to aremand from atimely filed civil action
in Federal court;

(2)  reconsideration proceedings initiated
pursuant to a timely request for reconsideration of
the patent term adjustment indicated in the patent
under 37 CFR 1.705(d) (2012) in which the patentee
arguesthat the changeto 37 CER 1.703 in thisfinal
ruleis applicable to his or her patent; and

(3)  reconsideration proceedings initiated
pursuant to a request for reconsideration that seeks
reconsideration of the Office’s decision under 37
CFR 1.705(d) (2012) regarding patent term
adjustment under the Office’s former interpretation
of the appellate review language of 35 U.S.C.
154(b)(1)(B)(ii) and (C)(iii), if such request isfiled
within two months of the date of the decision for
which reconsideration is requested. See 37 CFR

1.181(f).

For applications in which the patent was granted on
or after January 14, 2013, 37 CFR 1.703(a)(1)
provides patent term adjustment if the Office fails
to mail at least one of anotification under 35 U.S.C.
132 or notice of allowance under 35 U.S.C. 151 not
later than 14 months after the date on which the
application wasfiled under 35 U.S.C. 111(a) or the
date the nationa stage commence under 35 U.S.C.
371(b) or (f) inin an international application. For
applicationsfiled on or after May 29, 2000 in which
the patent was granted prior to January 14, 2013, the
fourteen month measurement in international
applications is based upon the date that application
fulfilled the requirements of 35 U.S.C. 371 and not
the date the national stage commenced.

37 CFR 1.704 Reduction of period of adjustment of patent
term.

(@ The period of adjustment of the term of a patent under
§1.703(a) through (e) shall be reduced by aperiod equal to the period
of time during which the applicant failed to engagein reasonabl e efforts
to conclude prosecution (processing or examination) of the application.

(b) With respect to the grounds for adjustment set forth in §§
1.702(a) through (e), and in particular the ground of adjustment set
forthin § 1.702(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 timein excess of
three monthsthat are taken to reply to any notice or action by the Office
making any rejection, objection, argument, or other request, measuring
such three-month period from the date the notice or action was mailed
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or given to the applicant, in which case the period of adjustment set
forthin § 1.703 shall be reduced by the number of days, if any, beginning
on the day after the date that is three months after the date of mailing
or transmission of the Office communication notifying the applicant of
the rejection, objection, argument, or other request and ending on the
date the reply was filed. The period, or shortened statutory period, for
reply that is set in the Office action or notice has no effect on the
three-month period set forth in this paragraph.

(c) Circumstances that constitute a failure of the applicant to
engage in reasonable efforts to conclude processing or examination of
an application aso include the following circumstances, which will
result in the following reduction of the period of adjustment set forth
in 8 1.703 to the extent that the periods are not overlapping:

(1) Suspension of action under § 1.103 at the applicant’s
request, in which casethe period of adjustment set forthin § 1.703 shall
be reduced by the number of days, if any, beginning on the date arequest
for suspension of action under § 1.103 wasfiled and ending on the date
of the termination of the suspension;

(2) Deferral of issuance of apatent under § 1.314, 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 date arequest for deferral
of issuance of a patent under § 1.314 was filed and ending on the date
the patent was issued;

(3) Abandonment of the application or late payment of the
issue fee, 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 date
of abandonment or the date after the date the issue fee was due and
ending on the earlier of:

(i) The date of mailing of the decision reviving the
application or accepting late payment of the issue fee; or

(if) The date that is four months after the date the
grantable petition to revive the application or accept late payment of
the issue fee wasfiled;

(4) Failure to file a petition to withdraw the holding of
abandonment or to revive an application within two months from the
mailing date of a notice of abandonment, 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 two months from the mailing
date of a notice of abandonment and ending on the date a petition to
withdraw the holding of abandonment or to revive the application was
filed;

(5) Conversion of aprovisional application under 35 U.S.C.
111(b) toanonprovisional application under 35 U.S.C. 111(a) pursuant
to 35 U.S.C. 111(b)(5), 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 date the application was filed under 35 U.S.C. 111(b) and ending
on the date a reguest in compliance with § 1.53(c)(3) to convert the
provisional application into a nonprovisional application wasfiled;

(6) Submission of a preliminary amendment or other
preliminary paper less than one month before the mailing of an Office
action under 35 U.S.C. 132 or notice of allowance under 35 U.S.C. 151
that requires the mailing of a supplemental Office action or notice of
allowance, in which case the period of adjustment set forth in § 1.703
shall be reduced by the lesser of:

(i) The number of days, if any, beginning on the day
after the mailing date of the original Office action or notice of allowance
and ending on the date of mailing of the supplemental Office action or
notice of allowance; or

(if) Four months;

(7) Submission of areply having an omission (8 1.135(c)),
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 reply having an omission was filed and ending on the date that
the reply or other paper correcting the omission was filed;

(8) Submission of asupplemental 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,
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if any, beginning on the day after the date the initial reply wasfiled and
ending on the date that the supplemental reply or other such paper was
filed;

(9) Submission of an amendment or other paper after a
decision by the Patent Trial and Appeal Board, other than a decision
designated as containing anew ground of rejection under § 41.50(b) of
this title or statement under § 41.50(c) of this title, or a decision by a
Federal court, lessthan one month before the mailing of an Office action
under 35 U.S.C. 132 or notice of allowance under 35 U.S.C. 151 that
requires the mailing of a supplemental Office action or supplemental
notice of allowance, in which case the period of adjustment set forthin
§ 1.703 shall be reduced by the lesser of:

(i) The number of days, if any, beginning on the day
after the mailing date of the original Office action or notice of alowance
and ending on the mailing date of the supplemental Office action or
notice of allowance; or

(if) Four months;

(10) Submission of an amendment under § 1.312 or other
paper after a notice of allowance has been given or mailed, in which
case the period of adjustment set forth in § 1.703 shall be reduced by
the lesser of:

(i) The number of days, if any, beginning on the date
the amendment under § 1.312 or other paper was filed and ending on
the mailing date of the Office action or notice in response to the
amendment under § 1.312 or such other paper; or

(ii) Four months;

(11) Failure to file an appea brief in compliance with §
41.37 of this chapter within three months from the date on which a
notice of appeal to the Patent Trial and Appeal Board was filed under
35 U.S.C. 134 and § 41.31 of this chapter, 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 three months from the date
on which a notice of appeal to the Patent Trial and Appeal Board was
filed under 35 U.S.C. 134 and § 41.31 of this chapter, and ending on
the date an appeal brief in compliance with § 41.37 of this chapter or a
request for continued examination in compliancewith § 1.114 wasfiled;
and

(12) Further prosecution via a continuing application, in
which casethe period of adjustment set forthin § 1.703 shall not include
any period that is prior to the actual filing date of the application that
resulted in the patent.

(d) (1) A paper containing only an information disclosure
statement in compliance with 88 1.97 and 1.98 will not be considered
a fallure to engage in reasonable efforts to conclude prosecution
(processing or examination) of the application under paragraphs (c)(6),
(©)(8), (c)(9), or (c)(10) of thissectionif it isaccompanied by a statement
that each item of information contained in the information disclosure
statement.

(i) Wasfirst 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 any individual
designated in § 1.56(c) more than thirty days prior to the filing of the
information disclosure statement; or

(ii) 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.

(2) Thethirty-day period set forthin paragraph (d)(1) of this
section is not extendible.

(e) Thesubmission of arequest under § 1.705(c) for reinstatement
of reduced patent term adjustment will not be considered a failure to
engage in reasonable efforts to conclude prosecution (processing or
examination) of the application under paragraph (c)(10) of this section.
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Section 3(j) of the Al A redesignated thetitle“Board
of Patent Appealsand Interferences’ as* Patent Trial
and Appeal Board” in 35 U.S.C. 134, 145, 146, 154,
and 305. Effective September 16, 2012, 37 CFR
1.704(c)(9) was amended to reflect the change to
the title of the Board.

Effective December 1, 2011, 37 CFR 1.704(d) was
amended to alow the diligent applicant to avoid
patent term adjustment reduction for an IDS
submission that results from a communication from
the Office if submitted within 30 days of receipt of
the action by any individual designated in 37 CFR
1.56(c). See Revision of Patent Term Adjustment
Provisions Relating to Information Disclosure
Satements, 76 Fed. Reg. 74700 (Dec. 1, 2011).
Previoudly, this section only alowed a diligent
applicant to avoid patent term adjustment reduction
if the IDSwas cited asaresult from aforeign patent
Office.

Effective September 17, 2012, 37 CFR 1.704(c)(11)
was amended to providethat failureto file an appeal
brief in compliancewith 37 CER 41.37 within three
months from the date that the notice of appeal was
filed would constitute a failure to engage in
reasonable efforts to conclude processing or
examination of the application. The amended rule
is applicable with respect to the filing of an appeal
brief in any application (other than design or reissue
applications) in which the notice of appeal is filed
on or after September 17, 2012.

Effective September 17, 2012, the provision
previously labeled as 1.704(c)(11) is located in 37
CFER 1.704(c)(12).

37 CFR1.705 Patent term adjustment deter mination

(& The patent will include notification of any patent term
adjustment under 35 U.S.C. 154(b).

(b) Any request for reconsideration of the patent term adjustment
indicated on the patent must be by way of an application for patent term
adjustment filed no later than two months from the date the patent was
granted. This two-month period may be extended under the provisions
of § 1.136(a). An application for patent term adjustment under this
section must be accompanied by:

(1) Thefeesetforthin §1.18(e); and
(2) A statement of the factsinvolved, specifying:

(i) The correct patent term adjustment and the basis or
bases under § 1.702 for the adjustment;

(i) The relevant dates as specified in 8§ 1.703(a)
through (e) for which an adjustment is sought and the adjustment as
specified in § 1.703(f) to which the patent is entitled;
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(iii)  Whether the patent is subject to a terminal
disclaimer and any expiration date specified in the terminal disclaimer;
and

(iv) (A) Any circumstances during the prosecution of
the application resulting in the patent that constitute afailure to engage
in reasonable efforts to conclude processing or examination of such
application as set forth in § 1.704; or

(B) That there were no circumstances constituting
a failure to engage in reasonable efforts to conclude processing or
examination of such application as set forthin § 1.704.

(c) Any requests for reinstatement of all or part of the period of
adjustment reduced pursuant to § 1.704(b) for failing to reply to a
rejection, objection, argument, or other request within three months of
the date of mailing of the Office communication notifying the applicant
of the rejection, objection, argument, or other request be filed prior to
the issuance of the patent. This time period is not extendable. Any
request for reinstatement of al or part of the period of adjustment
reduced pursuant to 8 1.704(b) must also be accompanied by:

(1) Thefeesetforthin § 1.18(f); and

(2) A showing to the satisfaction of the Director that, in spite
of al due care, the applicant was unable to reply to the regjection,
objection, argument, or other request within three months of the date
of mailing of the Office communication notifying the applicant of the
rejection, objection, argument, or other request. The Office shall not
grant any request for reinstatement for more than three additional months
for each reply beyond three months from the date of mailing of the
Office communication notifying the applicant of the rejection, objection,
argument, or other request.

(d) Nosubmission or petition on behalf of athird party concerning
patent term adjustment under 35 U.S.C. 154(b) will be considered by
the Office. Any such submission or petition will bereturned to the third
party, or otherwise disposed of, at the convenience of the Office.

Any patent granted on or after January 14, 2013, is
subject to amended 37 CFR 1.705.

2731 Period of Adjustment [R-11.2013]

37 CFR 1.703 Period of adjustment of patent term due to
examination delay.
(&) The period of adjustment under § 1.702(a) is the sum of the
following periods:

(1) The number of days, if any, in the period beginning on
the day after the date that is fourteen months after the date on which the
application was filed under 35 U.S.C. 111(a) or the date the national
stage commenced under 35 U.S.C. 371(b) or (f) in an international
application and ending on the date of mailing of either an action under
35U.S.C. 132, or ancticeof alowanceunder 35 U.S.C. 151, whichever
occursfirst;

(2) The number of days, if any, in the period beginning on
the day after the date that is four months after the date areply under §
1.111 was filed and ending on the date of mailing of either an action
under 35 U.S.C. 132, or a notice of allowance under 35 U.S.C. 151,
whichever occursfirst;

(3) The number of days, if any, in the period beginning on
the day after the date that is four months after the date a reply in
compliance with § 1.113(c) wasfiled and ending on the date of mailing
of either an action under 35 U.S.C. 132, or anotice of allowance under
35 U.S.C. 151, whichever occurs first;

(4) The number of days, if any, in the period beginning on
the day after the date that is four months after the date an appeal brief
in compliance with § 41.37 wasfiled and ending on the date of mailing
of any of an examiner’sanswer under § 41.39, an action under 35 U.S.C.
132, or anotice of alowance under 35 U.S.C. 151, whichever occurs
first;

(5) The number of days, if any, in the period beginning on
theday after the date that isfour months after the date of afinal decision
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by the Patent Trial and Appeal Board or by a Federal court in an appeal
under 35 U.S.C. 141 or acivil action under 35 U.S.C. 145 or 146 where
at least one alowable claim remains in the application and ending on
the date of mailing of either an action under 35 U.S.C. 132 or anotice
of alowance under 35 U.S.C. 151, whichever occursfirst; and

(6) The number of days, if any, in the period beginning on
the day after the date that isfour months after the date the issue fee was
paid and all outstanding requirements were satisfied and ending on the
date a patent was issued.

(b) The period of adjustment under § 1.702(b) is the number of
days, if any, in the period beginning on the day after the date that is
three years after the date on which the application was filed under
35 U.S.C. 111(a) or the nationa stage commenced under 35 U.S.C.
371(b) or (f) in an international application and ending on the date a
patent was issued, but not including the sum of the following periods:

(1) The number of days, if any, in the period beginning on
the date on which arequest for continued examination of the application
under 35 U.S.C. 132(b) wasfiled and ending on the date the patent was
issued;

(2) (i) Thenumber of days, if any, in the period beginning
on the date an interference or derivation proceeding was instituted to
involve the application in the interference or derivation proceeding
under 35 U.S.C. 135(a) and ending on the date that the interference or
derivation proceeding was terminated with respect to the application;
and

(i) Thenumber of days, if any, in the period beginning
on the date prosecution in the application was suspended by the Office
due to interference or derivation proceedings under 35 U.S.C. 135(a)
not involving the application and ending on the date of the termination
of the suspension;

(3) (i) The number of days, if any, the application was
maintained in a sealed condition under 35 U.S.C. 181,

(ii) Thenumber of days, if any, in the period beginning
on the date of mailing of an examiner's answer under § 41.39 in the
application under secrecy order and ending on the date the secrecy order
was removed,

(iii) Thenumber of days, if any, in the period beginning
on the date applicant was notified that an interference or derivation
proceeding under 35 U.S.C. 135(a) would be instituted but for the
secrecy order and ending on the date the secrecy order was removed;
and

(iv) Thenumber of days, if any, in the period beginning
on the date of notification under § 5.3(c) of this chapter and ending on
the date of mailing of the notice of allowance under 35 U.S.C. 151; and,

(4) The number of days, if any, in the period beginning on
the date on which jurisdiction over the application passes to the Patent
Trial and Appeal Board under § 41.35(a) of this chapter and ending on
the date that jurisdiction by the Patent Trial and Appeal Board ends
under § 41.35(b) of this chapter or the date of the last decision by a
Federal court in an appeal under 35 U.S.C. 141 or civil action under 35
U.S.C. 145, whichever islater.

(c) The period of adjustment under § 1.702(c) is the sum of the
following periods, to the extent that the periods are not overlapping:

(1) The number of days, if any, in the period beginning on
the date an interference or proceeding was instituted to involve the
application in theinterference or derivation proceeding under 35 U.S.C.
135(a) and ending on the date that the interference or derivation
proceeding was terminated with respect to the application; and

(2) The number of days, if any, in the period beginning on
the date prosecution in the application was suspended by the Office due
to interference or derivation proceedings under 35 U.S.C. 135(a) not
involving the application and ending on the date of the termination of
the suspension.

(d) The period of adjustment under § 1.702(d) is the sum of the
following periods, to the extent that the periods are not overlapping:

(1) The number of days, if any, the application was
maintained in a sealed condition under 35 U.S.C. 181;
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(2) The number of days, if any, in the period beginning on
the date of mailing of an examiner’s answer under 8 41.39 of thistitle
in the application under secrecy order and ending on the date the secrecy
order was removed;

(3) The number of days, if any, in the period beginning on
the date applicant was notified that an interference or derivation
proceeding would be instituted but for the secrecy order and ending on
the date the secrecy order was removed; and

(4) The number of days, if any, in the period beginning on
the date of notification under § 5.3(c) of this chapter and ending on the
date of mailing of the notice of allowance under 35 U.S.C. 151.

(e) The period of adjustment under § 1.702(€) is the sum of the
number of days, if any, in the period beginning on the date on which
jurisdiction over the application passes to the Patent Trial and Appeal
Board under § 41.35(a) of this chapter and ending on the date of afinal
decision in favor of applicant by the Patent Trial and Appeal Board or
alederal courtin an appeal under 35 U.S.C. 141 or acivil action under
35U.S.C. 145.

(f) The adjustment will run from the expiration date of the patent
as set forth in 35 U.S.C. 154(a)(2). To the extent that periods of delay
attributable to the grounds specified in § 1.702 overlap, the period of
adjustment granted under this section shall not exceed the actual number
of days the issuance of the patent was delayed. The term of a patent
entitled to adjustment under § 1.702 and this section shall be adjusted
for the sum of the periods calculated under paragraphs (a) through (€)
of this section, to the extent that such periods are not overlapping, less
the sum of the periods calculated under 8 1.704. The date indicated on
any certificate of mailing or transmission under § 1.8 shall not be taken
into account in this calculation.

(g) No patent, the term of which has been disclaimed beyond a
specified date, shall be adjusted under 8 1.702 and this section beyond
the expiration date specified in the disclaimer.

37 CER 1.703 specifies the period of adjustment if
a patent is entitled to patent term adjustment under
35 U.S.C. 154(b)(1) and 37 CFR 1.702. When a
period is indicated (in 37 CFR 1.703 or 1.704) as
“beginning” on aparticular day, that day isincluded
in the period, in that such day is “day on€” of the
period and not “day zero.” For example, a period
beginning on April 1 and ending on April 10 isten
(and not nine) daysin length.

35 U.S.C. 154(b)(1)(A) and (B) provide for an
adjustment of one day for each day after the end of
the period set forth in 35 U.S.C. 154(b)(1)(A)(i).
(ii), (iii), (iv), and (B) until the prescribed action is
taken, whereas 35 U.S.C. 154(b)(1)(C) providesfor
an adjustment of one day for each day of the
pendency of the proceeding, order, or review
prescribed in 35 U.S.C. 154(b)(1)(C)(i) through
(iii). Therefore, the end of the period set forth in 37
CFR 1.703(a) and 1.703(b) (which correspond to
35 U.S.C. 154(b)(1)(A) and (B)) is“day zero” (not
“day one”) as to the period of adjustment, whereas
the first day of the proceeding, order, or review set
forth in 37 CER 1.703(c), 1.703(d), and 1.703(e)
(which correspond to 35 U.S.C. 154(b)(1)(C)(i)
through (iii)) is “day one” of the period of
adjustment.
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37 CFR 1.703(a) pertainsto 35 U.S.C. 154(b)(1)(A)
and indicates that the period of adjustment under 37
CFER 1.702(a) isthe sum of the periods specified in
37 CER 1.703(a)(1) through 37 CFR 1.703(a)(6).

37 CFR 1.703(a)(1) pertainsto the provisions of 35
U.S.C. 154(b)(1)(A)(i) and specifies that the period
is the number of days, if any, beginning on the date
after the day that is fourteen months after the date
on which the application was filed under 35 U.S.C.
111(a) or fulfilled the requirements of 35 U.S.C.
371 in an international application and ending on
the mailing date of either an action under 35 U.S.C.
132, or anotice of allowance under 35 U.S.C. 151,
whichever occurs first. For purposes of 35 U.S.C.
154(b)(2)(A)(i)(11) in effect prior to enactment of
the Al A Technical CorrectionsAct, an international
application fulfills the requirements of 35 U.S.C.
371 on the date of commencement of the national
stage under 35 U.S.C. 371(b) or (f), or the date the
application fulfills the requirements of 35 U.S.C.
371(c) if that date is later than the date of
commencement of the national stageunder 35 U.S.C.
371(b) or (f). In other words, the requirements of
35 U.S.C. 371 are met when applicant has met al
of the requirements of 35 U.S.C. 371(c) and, unless
applicant requests early processing under 35 U.S.C.
371(f), the time limit set forth in the applicable one
of PCT Articles22 and 39 has expired. Accordingly,
the requirements of 35 U.S.C. 371 are met when the
Office can begin examination of the patent
application. If, for example, an applicant files the
required oath or declaration (35 U.S.C. 115) and any
necessary English trandation after the expiration of
the time limit set forth in Article 22 of the PCT or
thetime limit under Article 39 of the PCT, the date
the requirements of 35 U.S.C. 371 are met is the
date the requirements of 35 U.S.C. 371(c) are met.
If, however, an applicant files the required
declaration, filing fee, and any required English
trang ation before the expiration of therelevant PCT
Article 22 or Article 39 time period, but does not
request early processing under 35 U.S.C. 371, the
requirements of 35 U.S.C. 371 will be met once the
applicable time period has expired.

For patents issuing from international application
that are granted on or after January 14, 2013, 37
CFR 1.703(a)(1) in effect on April 1, 2013 applies.
TheAlA Technical CorrectionsAct and the changes
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to 37 CER 1.703(a)(1) revised the date that begins
the fourteen-month measurement from the date on
which the international application fulfilled the
requirements of 35 U.S.C. 371 to the date of
commencement of the national stage under 35 U.S.C.
371. The change to 35 U.S.C. 154(b)(1)(A)(i)(I1)

MANUAL OF PATENT EXAMINING PROCEDURE

objections and requirements (35 U.S.C. 132) and
actual rejectionsof claims (35 U.S.C. 132) and made
appeal applicableonly to thelatter. See Hengehold,
440 F.2d at 1403, 169 USPQ at 479. Sincethe CCPA
cited with approval the "requirement” language of
35 U.S.C. 121 and evaluated rejections, objections,

means that the time period will begin sooner in
international applications where the inventor does
not file the inventor’s oath or declaration (35 U.S.C.
371(c)(4)) or other requirements at the time of the
commencement.

A written restriction requirement, awritten election
of speciesrequirement, arequirement for information
under 37 CFR 1.105, an action under Ex parte
Quayle, 1935 Comm’r Dec. 11 (1935), and a notice
of allowability (PTOL-37) are each an action issued
asaresult of the examination conducted pursuant to
35U.S.C. 131. Assuch, each of these Office actions
isanotification under 35 U.S.C. 132. Office notices
and letters issued as part of the pre-examination
processing of an application are not notices issued
asaresult of an examination conducted pursuant to
35 U.S.C. 131, and thus are not notifications under
35 U.S.C. 132. Examples of such pre-examination
processing notices are: a Notice of Incomplete
Nonprovisional Application, a Notice of Omitted
Item(s) in a Nonprovisional Application, a Notice
to File Missing Parts of Application, a Notice of
Informal Application, a Notice to File Corrected
Application Papers Filing Date Granted, or aNotice
to Comply with Requirements for Patent
Applications Containing Nucl eotide Sequence and/or
Amino Acid Sequence Disclosures.

Written restriction requirements are notifications
under 35 U.S.C. 132. In considering whether a
restriction requirement under 35 U.S.C. 121 was
appealable under 35 U.S.C. 134, the Court of
Customs and Patent A ppeals (CCPA) noted that: (1)
35 U.S.C. 121 denoted its restriction procedure as
a‘requirement”’; (2) 35 U.S.C. 132 stated that the
Commissioner shall give notice to the applicant
whenever **any claim for apatent is rejected, or any
objection or requirement made’”’; and (3) 35 U.S.C.

and requirementstogether under 35 U.S.C. 132 when
discussing and differentiating among them to
determine whether a restriction requirement was
appealable under 35 U.S.C. 134, the CCPA must
have considered a restriction reguirement to be a
requirement under 35 U.S.C. 132. In other words,
the CCPA's analysis determined that the making of
a written restriction (or election) requirement is a
notification under 35 U.S.C. 132. See dso Digital
Equipment Corp. v. Diamond, 653 F.2d 701, 713
n.13, 210 USPQ 521, 535-36 n.13 (1st Cir. 1981)
(35_U.S.C. 132 when noting that the terms
“requirement” and ‘“objection” are distinct from
“rgiection” and as such, objections were not
appealable under 35 U.S.C. 134). In addition, the
Office has long considered a written restriction
requirement containing no action on the merits to
be a notice under 35 U.S.C. 132. For example,
MPEP § 710.02(b) instructs examiners to set a
shortened statutory period for reply of one month
for a written restriction requirement containing no
action on the merits under the authority given by 35
U.S.C. 133. 35 U.S.C. 133 would not apply to the
period for reply to awritten restriction requirement,
if a written restriction requirement containing no
action on the meritsis not a notice under 35 U.S.C.
132.

37 CFR 1.703(a)(2) pertainsto the provisions of 35
U.S.C. 154(b)(1)(A)(ii) and specifiesthat the period
is the number of days, if any, beginning on the day
after the date that isfour months after the date areply
under 37 CFR 1.111 weas filed and ending on the
mailing date of either an action under 35 U.S.C. 132,
or a notice of allowance under 35 U.S.C. 151,
whichever occurs first.

37 CFR 1.703(a)(3) aso pertains to the provisions
of 35 U.S.C. 154(b)(1)(A)(ii) and specifies that the

134 provided for an appea only by an applicant
whose claims have been“twice rejected.” See In
re Hengehold, 440 F.2d 1395, 1402-03, 169 USPQ
473,479 (CCPA 1971). Thus, the CCPA concluded
that Congress intended to differentiate between
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period is the number of days, if any, beginning on
the day after the date that is four months after the
date a reply in compliance with 37 CFR 1.113(c)
was filed and ending on the date of mailing of either
an action under 35 U.S.C. 132, or a notice of
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allowance under 35 U.S.C. 151, whichever occurs
first. A reply under 37 CFR 1.113 isareply to a
final Office action, and a reply in compliance with
37 CEFR 1.113 is a reply that cancels all of the
regjected clams and removes all outstanding
objections and requirements or otherwise placesthe
application in condition for alowance. Any
amendment after final that does not cancel all of the
rgected clams and remove al outstanding
objections and requirements or otherwise place the
application in condition for allowance is not areply
in compliance with 37 CFR 1.113(c) and will not
trigger the four-month requirement under 37 CFR
1.703(a)(3) for the Office to act on the after-final

reply.

37 CER 1.703(a)(4) also pertains to the provisions
of 35 U.S.C. 154(b)(1)(A)(ii) and specifies that the
period is the number of days, if any, beginning on
the day after the date that is four months after the
date an appeal brief in compliance with 37 CFR
41.37 was filed and ending on the mailing date of
any of an examiner’s answer under 37 CFR 41.39,
an action under 35 U.S.C. 132, or a notice of
allowance under 35 U.S.C. 151, whichever occurs
first. As discussed below, the phrase “the date on
which” an “appeal was taken” in 35 U.S.C.
154(b)(1)(A)(ii) meansthe date on which an appeal
brief (and not a notice of appeal) was filed. The
phrase “appeal brief in compliance with 37 CFR
41.37" requiresthat: (1) the appeal brief fee (37 CEFR
1.17(b)) be paid (37 CER 41.20); and (2) the appeal
brief complies with the requirements in 37 CFR
41.37(c). However, for applications in which the
appeal brief was filed on or after March 19, 2013,
the fee required to accompany the appeal brief is set
to zero dollars in amended 37 CFR 41.37(a), and
accordingly, the phrase “appeal brief in compliance
with 37 CFER 41.37” no longer requiresthefiling of
the appeal brief fee. See Setting and Adjusting
Patent Fees, 78 Fed. Reg. 4212, 4291 (January 18,
2013).

37 CFR 1.703(a)(5) pertainsto the provisions of 35
U.S.C. 154(b)(1)(A)(iii) and specifiesthat the period
is the number of days, if any, beginning on the day
after the date that is four months after the date of a
final decision by the Patent Trial and Appeal Board
(Board) or by aFederal court in an appeal under 35
U.S.C. 141 or acivil action under 35 U.S.C. 145 or
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146, where at least one allowable claim remainsin
the application and ending on the mailing date of
either an action under 35 U.S.C. 132, or anotice of
alowance under 35 U.S.C. 151, whichever occurs
first.

The phrase “dalowable clams remain in the
application” for purposes of 35 U.SC.
154(b)(1)(A)(iii) meansthat after the decision there
is a least one pending claim (for purposes of
statutory construction, “words importing the plural
include the singular” (1 _U.S.C. 1)) that is not
withdrawn from consideration and is not subject to
a rejection, objection, or other requirement. This
applies in the following situations; (1) at least one
claim is allowable (not merely objected to) at the
time the examiner’'s answer is mailed and is not
canceled before, or made subject to aregjection asa
result of, the appellate review; or (2) when all of the
rejections applied to at least one claim are reversed,
and such claim is not made subject to arejection, as
aresult of the appellate review. For example:

(A) If clams 1 and 2 (both independent) are
pending, the decision affirms the rejection of claim
1, and claim 2 was indicated as allowable prior to
the appeal, then “alowable claims remain in the
application” for purposes of 35 U.S.C.
154(b)(1)(A)(iii).

(B) If claims1 and 2 are pending, the decision
affirms the rejection of claim 1, and claim 2 was
objected to by the examiner prior to the appeal as
being alowable except for its dependency from
clam 1, “allowable claims’ do not “remain in the
application” for purposes of 35 U.S.C.
154(b)(2)(A)(iii) (claim 2 is not allowable because
there is an outstanding objection to it).

(C) If claims1and 2 are pending (claim 2 either
depending from claim 1 or isan independent claim),
and the decision affirmsthe regjection of claim 1 and
reverses the regjection of claim 2, then “alowable
claimsremain in the application” for purposes of 35
U.S.C. 154(b)(1)(A)(iii) (claim 2 is “alowable”
within the meaning of 37 CFR 1.703(a)(5)) because
there is no outstanding objection or requirement as
to it (see MPEP § 1214.06, paragraph (11)).

For aBoard decision to bea** decision by the Patent
Trial and Appea Board under [35 U.S.C.] 134"
within the meaning of 35 U.S.C. 154(b)(1)(A)(iii)
(and § 1.703(a)(5)), the decision must sustain or
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reverse the rejection(s) of the claim(s) on appeal, or
inlimited circumstances as further described below,
aremand may be deemed adecision for purposes of
37 CFR 1.703(a)(5). For a Board decision to be a
“decision by the Patent Trial and Appeal Board
under [35 U.S.C.] 135" within the meaning of 35
U.S.C. 154(b)(1)(A)(iii) (and § 1.703(a)(5)), the
decision must include a decision on the patentability
of the claims, derivation or priority of invention.

If an application is remanded by a panel and the
remand is the last action by a panel of the Board
prior to the mailing of a notice of allowance under
35 U.S.C. 151, the remand generaly shall be
considered adecision by the Patent Trial and Appeal
Board as that phrase is used in 35 U.S.C.
154(b)(1)(A)(iii), adecisionin thereview reversing
an adverse determination of patentability as that
phraseisused in 35 U.S.C. 154(b)(1)(C)(iii), and a
final decisioninfavor of the applicant asthat phrase
isusedin 37 CFR 1.703(e). However, aremand by
a panel of the Board shall not be considered a
decision in the review reversing an adverse
determination of patentability, as provided in this
paragraph, if thereis filed a request for continued
examination under 35 U.S.C. 132(b) that was not
first preceded by the mailing, after the remand, of
at least one of an action under 35 U.S.C. 132 or a
notice of alowance under 35 U.S.C. 151.

The phrase *“final decision” in 37 CFR 1.703(a)(5)
means that: (1) the decision is the last decision in
the review by the Board (or by a Federal court); and
(2) the decision does not require further action by
the applicant to avoid termination of proceedings as
to the rgjected claims. Thus, a Board decision
containing anew ground of rejection under 37 CFR
41.50(b) requires action by the applicant to avoid
termination of proceedings as to the rejected claim
sand is, thus, is not considered a *“final decision”
for purposes of 37 CFR 1.703(a)(5). The phrase
“final decision,” however, does not require that the
decision be final for purposes of judicia review
(e.g., aBoard decision reversing the rejection of all
of the claims on appeal is not **fina for purposes
of judicial review, but (absent asubsequent decision
by the Board) isa*‘final decision” for purposes of
37 37 CER 1.703(a)(5)).
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37 CFR 1.703(a)(6) pertainsto the provisions of 35
U.S.C. 154(b)(1)(A)(iv) and specifiesthat the period
is the number of days, if any, beginning on the day
after the date that is four months after the date the
issue feewas paid and all outstanding requirements
were satisfied and ending on the date the patent was
issued. The date the issue fee was paid and al
outstanding requirements were satisfied is the later
of the date the issue fee was paid or the date all
outstanding requirements were satisfied. Note that
thefiling of apriority document (and processing feg)
is not considered an outstanding requirement under
35 U.S.C. 154(b)(1)(A)(iv) and 37 CFR 1.703(a)(6)
because if the priority document is not filed the
patent simply issues without the priority claim (the
application is not abandoned). If prosecution in an
application is reopened after allowance (see M PEP
§ 1308), al outstanding requirements are not
satisfied until the application is again in condition
for allowance asindicated by the issuance of a new
notice of alowanceunder 35 U.S.C. 151 (see M PEP
§ 1308) and the form PTOL-85(b) from the latest
notice of allowance is returned to the Office along
with any outstanding requirements, such as payment
of any additional fees owed and/or additional
required drawings to be submitted by the applicant.

37 CFR 1.703(b) pertains to the provisions of 35
U.S.C. 154(b)(1)(B) and indicates that the period of
adjustment under 37 CFR 1.702(b) is the number
of days, if any, in the period beginning on the day
after the date that isthree years after the actual filing
date of the application and ending on the date a
patent was issued. 37 CFR 1.703(b) also sets forth
the limitations on patent term adjustment specified
in 35 U.S.C. 154(b)(1)(B)(i) and (ii). Specifically,
37 _CFR 1.703(b) provides that the period of
adjustment of the term of a patent shall not include
the period equal to the sum of thefollowing periods:
(2) The period of pendency consumed by continued
examination of the application under 35 U.S.C.
132(b) (35 U.S.C. 154(b)(1)(B)(i)); (2) the period
of pendency consumed by interference proceedings
(35_U.S.C. 154(b)(1)(B)(ii)); (3) the period of
pendency consumed by imposition of asecrecy order
(35.U.S.C. 154(b)(1)(B)(ii)); and (4) the period of
pendency consumed by appellate review under 35
U.S.C. 134, 141, 145, whether successful or
unsuccessful (35_U.S.C. 154(b)(1)(B)(ii)). The
provisionsof 35 U.S.C. 154(b)(1)(B)(iii) concerning
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the period of pendency consumed by delaysin the
processing of the application requested by the
applicant are treated in 37 CFR 1.704 as such
applicant delays are al so circumstances constituting
a failure of an applicant to engage in reasonable
efforts to conclude processing or examination of an
application.

37 CFR 1.703(c) pertains to the provisions of 35
U.S.C. 154(b)(1)(C)(i) and indicates that the period
of adjustment under 37 CER 1.702(c) isthe sum of
thefollowing periods (to the extent that such periods
are not overlapping): (1) the number of days, if any,
in the period beginning on the date an interference
or derivation proceeding was instituted to involve
the application in the interference or deviation
proceeding and ending on the date that the
interference or deviation proceeding was terminated
with respect to the application; and (2) the number
of days, if any, in the period beginning on the date
prosecution in the application was suspended by the
Office dueto interference or derivation proceedings
under 35 U.S.C. 135(a) not involving the application
and ending on the date of the termination of the
suspension.

37 CFR 1.703(d) pertains to the provisions of 35
U.S.C. 154(b)(1)(C)(ii) and indicates that the period
of adjustment under 37 CFR 1.702(d) is the sum of
thefollowing periods (to the extent that such periods
are not overlapping): (1) the number of days, if any,
the application was maintained in asealed condition
under 35 U.S.C. 181; (2) the number of days, if any,
in the period beginning on the date of mailing of an
examiner’'s answer under 37 CFR 41.39 in the
application under secrecy order and ending on the
date the secrecy order was removed; (3) the number
of days, if any, in the period beginning on the date
applicant was notified that an interference or
derivation proceeding under 35 U.S.C. 135(a) would
beinstituted but for the secrecy order and ending on
the date the secrecy order was removed; and (4) the
number of days, if any, in the period beginning on
the date of notification under 37 CFR 5.3(c) and
ending on the date of mailing of the notice of
allowance under 35 U.S.C. 151 and 37 CFR 1.311.

37 CFR 1.703(e) pertains to the provisions of 35
U.S.C. 154(b)(1)(C)(iii) and indicates that the period
of adjustment under 37 CER 1.702(e) is the sum of
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the number of days, if any, in the period beginning
on the date on which a jurisdiction over the
application passes to the Patent Trial and Appeal
Board under 37 CFR 41.35(a) and ending on the
date of afinal decision in favor of the applicant by
the Board or by a Federal court in an appeal under
35U.S.C. 141 or acivil action under 35 U.S.C. 145.

37 CFR 1.703(f) indicates that the adjustment will
run from the expiration date of the patent as set forth
in 35 U.S.C. 154(a)(2) and also indicates that to the
extent that periods of delay attributable to the
grounds specified in 37 CFR 1.702 overlap, the
period of adjustment will not exceed the actua
number of days the issuance of the patent was
delayed (35 _U.S.C. 154(b)(2)(A)). 35 U.S.C.
154(b)(2)(A) provides that "[t]o the extent that
periods of delay attributable to grounds specified in
[35 U.S.C. 154(b)(1)] overlap, the period of any
adjustment granted under this subsection shall not
exceed the actual number of daystheissuance of the
patent was delayed.” The USPTO previously had
interpreted this provision as covering situations in
which adelay by the USPTO contributesto multiple
basesfor adjustment (the "pre-Wyeth" interpretation
of 35 U.S.C. 154(b)(2)(A)). See Explanation of 37
CER 1.703(f) and of the United States Patent and
Trademark Office Interpretation of 35 U.S.C.
154(b)(2)(A), 69 Fed. Reg. 34283 (June 21, 2004),
1284 Off. Gaz. Pat. Office 56 (July 13, 2004). The
United States Court of Appeals for the Federa
Circuit, however, held that the USPTO's earlier
interpretation of 35 U.S.C. 154(b)(2)(A) was
erroneous, and that periods of delay overlap under
35 U.S.C. 154(b)(2)(A) only if the periods which
measure the amount of adjustment under 35 U.S.C.
154(b)(1) occur on the same calendar day. See
Wyeth v. Kappos, 591 F.3d 1364, 93 USPQ2d 1257
(Fed. Cir. 2010).

37 CFR 1.703(f) also specifically indicates that the
term of apatent entitled to adjustment under 37 CFR
1.702 and 1.703 shall be adjusted for the sum of the
periods calculated under 37 CFR 1.703(a) through
(e), to the extent that such periods are not
overlapping, less the sum of the periods calcul ated
under 37 CFR 1.704.

Moreover, 37 CFR 1.703(f) provides that the date
indicated on any certificate of mailing or
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transmission under 37 CFR 1.8 shall not be taken
into account in this calculation. The date indicated
on acertificate of mailing is used only to determine
whether the correspondence is timely (including
whether any extension of the time and fee are
required) so as to avoid abandonment of the
application or termination or dismissa of
proceedings. The actual date of receipt of the
correspondence in the Office is used for al other
purposes. See 37 CFR 1.8(a). Thus, while the date
indicated on any certificate of mailing or
transmission under 37 CFR 1.8 will continue to be
taken into account in determining timeliness, the
date of filing (37 CER 1.6) will be the date used in
apatent term adjustment cal cul ation. A pplicant may
wish to consider the use of the electronic filing
system (EFS), the “Express Mail Post Office to
Addressee” service of the United States Postal
Service (37 CER 1.10) or facsimiletransmission (37
CFR 1.6(d)), when permitted, for replies to be
accorded the earliest possible filing date for patent
term adjustment calculations. Alternatively, applicant
may choose to mail correspondence with sufficient
time to ensure that the correspondence is received
in the Office (and stamped with a date of receipt)
before the expiration of the three-month period.
Applicants are encouraged to check PAIR to verify
the date of deposit entered in PALM for the
correspondence. Applicants should contact the Office
for correction of any such entries prior to thegrant
of the patent. At the time of the grant of the patent,
the patent term adjustment calcul ation will be made
with the dates in PALM. Thereafter, a patent term
adjustment accompanied by the requisite fee and
statement or showing, will be necessary to have any
reduction of patent term under 37 CFR 1.704
reinstated.

Finally, 37 CFR 1.703(g) indicates that no patent,
the term of which has been disclaimed beyond a
specified date, shall be adjusted under 37 CFR 1.702
and 1.703 beyond the expiration date specified in
the disclaimer (35 U.S.C. 154(b)(2)(B)).

2732 Reduction of Period of Adjustment of
Patent Term [R-11.2013]

37 CFR 1.704 Reduction of period of adjustment of patent
term.

(& The period of adjustment of the term of a patent under §
1.703(a) through (€) shall be reduced by a period equa to the period
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of timeduring which the applicant failed to engagein reasonable efforts
to conclude prosecution (processing or examination) of the application.

(b) With respect to the grounds for adjustment set forth in 8§
1.702(a) through (e€), and in particular the ground of adjustment set
forthin § 1.702(b), an applicant shall be deemed to havefailed 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
three monthsthat are taken to reply to any notice or action by the Office
making any rejection, objection, argument, or other request, measuring
such three-month period from the date the notice or action was mailed
or given to the applicant, in which case the period of adjustment set
forthin § 1.703 shall be reduced by the number of days, if any, beginning
on the day after the date that is three months after the date of mailing
or transmission of the Office communication notifying the applicant of
the rejection, objection, argument, or other request and ending on the
date the reply was filed. The period, or shortened statutory period, for
reply that is set in the Office action or notice has no effect on the
three-month period set forth in this paragraph.

(c) Circumstances that constitute a failure of the applicant to
engage in reasonable efforts to conclude processing or examination of
an application also include the following circumstances, which will
result in the following reduction of the period of adjustment set forth
in 8 1.703 to the extent that the periods are not overlapping:

(1) Suspension of action under § 1.103 at the gpplicant’s
request, in which case the period of adjustment set forthin § 1.703 shall
be reduced by the number of days, if any, beginning on the date arequest
for suspension of action under § 1.103 wasfiled and ending on the date
of the termination of the suspension;

(2) Deferral of issuance of apatent under § 1.314, 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 date arequest for deferral
of issuance of a patent under § 1.314 was filed and ending on the date
the patent was issued;

(3) Abandonment of the application or late payment of the
issue fee, 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 date
of abandonment or the date after the date the issue fee was due and
ending on the earlier of:

(i) The date of mailing of the decision reviving the
application or accepting late payment of the issue fee; or

(if) The date that is four months after the date the
grantable petition to revive the application or accept late payment of
the issue fee wasfiled;

(4) Failure to file a petition to withdraw the holding of
abandonment or to revive an application within two months from the
mailing date of a notice of abandonment, 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 two months from the mailing
date of a notice of abandonment and ending on the date a petition to
withdraw the holding of abandonment or to revive the application was
filed;

(5) Conversion of aprovisional application under 35 U.S.C.
111(b) toanonprovisional application under 35 U.S.C. 111(a) pursuant
to 35 U.S.C. 111(b)(5), 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 date the application was filed under 35 U.S.C. 111(b) and ending
on the date a reguest in compliance with § 1.53(c)(3) to convert the
provisional application into a nonprovisional application wasfiled;

(6) Submission of a preliminary amendment or other
preliminary paper less than one month before the mailing of an Office
action under 35 U.S.C. 132 or notice of allowance under 35 U.S.C. 151
that requires the mailing of a supplemental Office action or notice of
allowance, in which case the period of adjustment set forth in § 1.703
shall be reduced by the lesser of:

(i) The number of days, if any, beginning on the day
after the mailing date of the original Office action or notice of allowance
and ending on the date of mailing of the supplemental Office action or
notice of allowance; or
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(ii) Four months;

(7) Submission of areply having an omission (8 1.135(c)),
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 reply having an omission was filed and ending on the date that
the reply or other paper correcting the omission wasfiled;

(8) Submission of asupplemental 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 wasfiled and
ending on the date that the supplemental reply or other such paper was
filed;

(9) Submission of an amendment or other paper after a
decision by the Patent Trial and Appeal Board, other than a decision
designated as containing anew ground of rejection under § 41.50(b) of
this titleor statement under § 41.50(c) of this title, or a decision by a
Federal court, lessthan one month before the mailing of an Office action
under 35 U.S.C. 132 or notice of allowance under 35 U.S.C. 151 that
requires the mailing of a supplemental Office action or supplemental
notice of allowance, in which case the period of adjustment set forthin
§ 1.703 shall be reduced by the lesser of:

(i) The number of days, if any, beginning on the day
after the mailing date of the original Office action or notice of alowance
and ending on the mailing date of the supplemental Office action or
notice of allowance; or

(if) Four months;

(10) Submission of an amendment under § 1.312 or other
paper after a notice of allowance has been given or mailed, in which
case the period of adjustment set forth in § 1.703 shall be reduced by
the lesser of:

(i) The number of days, if any, beginning on the date
the amendment under § 1.312 or other paper was filed and ending on
the mailing date of the Office action or notice in response to the
amendment under § 1.312 or such other paper; or

(ii) Four months;

(11) Failure to file an appea brief in compliance with §
41.37 of this chapter within three months from the date on which a
notice of appeal to the Patent Trial and Appeal Board was filed under
35 U.S.C. 134 and § 41.31 of this chapter, 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 three months from the date
on which a notice of appeal to the Patent Trial and Appeal Board was
filed under 35 U.S.C. 134 and § 41.31 of this chapter, and ending on
the date an appeal brief in compliance with § 41.37 of this chapter or a
request for continued examination in compliance with § 1.114 wasfiled,
and

(12) Further prosecution via a continuing application, in
which casethe period of adjustment set forthin § 1.703 shall not include
any period that is prior to the actual filing date of the application that
resulted in the patent.

(d) (1) A paper containing only an information disclosure
statement in compliance with 88 1.97 and 1.98 will not be considered
a fallure to engage in reasonable efforts to conclude prosecution
(processing or examination) of the application under paragraphs (c)(6),
(©)(8), (c)(9), or (c)(10) of thissectionif it isaccompanied by a statement
that each item of information contained in the information disclosure
statement:

(i) Wasfirst 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

(ii) 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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(2) Thethirty-day period set forth in paragraph (d)(1) of this
section is not extendable.

(e) Thesubmission of areguest under § 1.705(c) for reinstatement
of reduced patent term adjustment will not be considered a failure to
engage in reasonable efforts to conclude prosecution (processing or
examination) of the application under paragraph (c)(10) of this section.

37 CFR 1.704 implements the provisions of 35
U.S.C. 154(b)(2)(C) which providesthat the period
of patent term adjustment under 35 U.S.C. 154(b)(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
(processing or examination) of the application,” and
specifies certain circumstances as constituting a
failure of an applicant to engage in reasonabl e efforts
to conclude processing or examination of an
application. Further, 35 U.S.C. 154(b)(2)(C)(iii)
givesthe Office the authority to prescribe regulations
establishing circumstances that constitute “afailure
of an applicant to engage in reasonable efforts to
conclude processing or examination of an
application.” 35 U.S.C. 154(b)(2)(C) does not
require the applicant’s action or inaction (that
amounts to afailure to engage in reasonabl e efforts
to conclude prosecution of the application) to have
caused or contributed to patent term adjustment for
the period of adjustment to be reduced due to such
action or inaction. The patent term adjustment
provisions of 35 U.S.C. 154(b) create a balanced
system allowing for patent term adjustment due to
Office delays for a reasonably diligent applicant.
Since the public has an interest in the technology
disclosed and covered by apatent being availableto
the public at the earliest possible date, 35 U.S.C.
154(b)(2)(C)(i) providesthat patent term adjustment
is reduced by any period of time during which
applicant failed to engage in reasonable efforts to
conclude prosecution of the application, regardless
of whether the applicant’s actions or inactions caused
or contributed to patent term adjustment.

37 CER 1.704(a) implements the provisions of 35
U.S.C. 154(b)(2)(C)(i) and setsforth that the period
of adjustment 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 (i.e., processing or examination) of an
application.

37 CFR 1.704(b) provides that with respect to the
ground for adjustments set forthin 37 CFR 1.702(a)
through (e), and in particular 37 CFR 1.702(b), an
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applicant shall be deemed to have failed to engage
in reasonable efforts to conclude prosecution for the
cumulative total of any periods of time in excess of
three months that are taken to reply to any notice or
action by the Office making any rejection, objection,
argument, or other request, measuring such
three-month period from the date the notice or action
was mailed or given to the applicant. A Notice of
Omitted Items in a Nonprovisional Application,
however, is not a notice or action by the Office
making a rejection, objection, argument, or other
request within the meaning of 35 U.S.C.
154(b)(2)(C)(ii) or 37 CFR 1.704(b), since the
Office does not require a reply to that notice to
continue the processing and examination of an
application. 37 CFR 1.704(b) indicates that the
period of adjustment set forthin 37 CFR 1.703 shall
be reduced by the number of days, if any, beginning
on the day after the date that is three months after
the date of mailing or transmission of the Office
communication notifying the applicant of the
rejection, objection, argument, or other request and
ending on the date the reply wasfiled. As discussed
above, areply is considered filed on the date of its
actual receipt in the Office as defined by 37 CFR
1.6, and the date indicated on any certificate of
mailing or transmission under 37 CFR 1.8 will not
be taken into account for patent term adjustment
purposes.

Thethree-month period in 37 CER 1.704(b) applies
to the Office notices and | etters issued as part of the
pre-examination processing of an application (except
a Notice of Omitted Items in a Nonprovisional
Application as discussed above). These notices
include: (1) aNotice of Incomplete Nonprovisional
Application (except as to any period prior to the
filing date ultimately accorded to the application);
(2) aNoticeto File Missing Parts of Non-Provisional
Application; (3) a Notice of Informal Application;
(4) a Notice to File Corrected Application Papers
Filing Date Granted; or (5) aNoticeto Comply with
Requirements for Patent Applications Containing
Nucleotide Sequence and/or Amino Acid Sequence
Disclosures.

In addition, the three-month period in 35 U.S.C.
154(b)(2)(C)(ii) and 37 CFR 1.704(b) applies
regardless of the period for reply set in the Office
action or notice. For example, if an Office action
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sets a one-month period for reply (restriction
requirement), the applicant may obtain atwo-month
extension of time under 37 CFR 1.136(a) before
being subject to a reduction of patent term
adjustment under 35 U.S.C. 154(b)(2)(C)(ii) and 37
CER 1.704(b). If, however, an Office action sets a
six-month period for reply, as is commonly set in
applications subject to secrecy orders (see M PEP §
130), the applicant is subject to areduction of patent
term adjustment under 35 U.S.C. 154(b)(2)(C)(ii)
and 37 CFR 1.704(b) if the applicant does not reply
to the Office action within three months,
notwithstanding that areply may betimely filed six
months after the mailing date of the Office action.
If the last day of the three-month time period from
the Office communication notifying the applicant
of therejection, objection, argument, or other request
falls on a Saturday, Sunday, or Federal holiday
within the District of Columbia, then action, may be
taken, or fee paid, on the next succeeding secular or
business day without loss of any patent term
adjustment under 37 CFR 1.704(b). See ArQule v.
Kappos, 793 F.Supp2d 214 (D.D.C. 2011). For
example, no reduction in patent term adjustment
would occure if an applicant’s three-month reply
time period expires on a Saturday and the applicant
files a reply that is received by the Office on the
following Monday, which is not a Federal holiday
within the District of Columbia. In this case, any
patent term adjustment would not be reduced under
37 CER 1.704(b) becausethe reply wasreceived on
Monday, the next succeeding secular or business
day after the expiration of the three-month reply
time. If applicant files his reply on Tuesday, then
any patent term adjustment for the patent issuing
from the application would be reduced under 37

CER 1.704(b) by one day.

37 CER 1.704(c) establishes further circumstances
that constitute a failure of an applicant to engagein
reasonable efforts to conclude processing or
examination of an application. 37 CFR 1.704(c)(1)
through (c)(11) set forth actions or inactions by an
applicant that interfere with the Office's ability to
process or examine an application (and, thus, are
circumstancesthat constitute afailure of an applicant
to engage in reasonable efforts to conclude
processing or examination of an application), aswell
as the period by which a period of adjustment set
forth in 37 CFR 1.703 shall be reduced if an
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applicant engages in any of the enumerated actions
or inactions. 37 CFR 1.704(c) requires that an
applicant refrain from engaging in actions or
inactions that prevent or interfere with the Office's
ability to process or examine an application. An
applicant who is engaging in actions or inactions
that prevent or interfere with the Office’s ability to
process or examine an application cannot reasonably
be characterized as“ engag[ing] in reasonable efforts
to conclude processing or examination of an
application” (35 U.S.C. 154(b)(2)(C)(i)).

37 CFR 1.704(c)(1) through 1.704(c)(12) address
situations that occur with sufficient frequency to
warrant being specifically provided for in the rules
of practice. These situations do not represent an
exhaustive list of actions or inactions that interfere
with the Office’s ability to process or examine an
application, since there are a myriad of actions or
inactions that occur infrequently but will interfere
with the Office’s ability to process or examine an
application (e.g., applicant files and persists in
reguesting reconsideration of a meritless petition
under 37 CER 1.10; partiesto aninterference obtain
an extension for purposes of settlement negotiations
which do not result in settlement of theinterference;
and when the scope of the broadest claim in the
application at the time an application is placed in
condition for allowance is substantially the same as
suggested or allowed by the examiner more than six
months earlier than the date the application was
placed in condition for allowance). Thus, the actions
or inactions set forth in 37 CFR _1.704(c) are
exemplary circumstances that congtitute afailure of
an applicant to engage in reasonable efforts to
conclude processing or examination of an
application. The Office may also reduce a period of
adjustment provided in 37 CFR 1.703 on the basis
of conduct that interferes with the Office's ability
to process or examine an application under the
authority provided in 35 U.S.C. 154(b)(2)(C)(iii),
even if such conduct is not specifically addressed in
37 CER 1.704(c).

37 CFR 1.704(c)(1) establishes suspension of action
under 37 CFR 1.103 at the applicant’s request as a
circumstancethat constitutesafailure of an applicant
to engage in reasonable efforts to conclude
processing or examination of an application.
Obvioudly, if action is suspended at the applicant’s
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reguest, the Office is precluded from processing or
examining the application asaresult of an action by
the applicant. 37 CFR 1.704(c)(1) also providesthat
in such a case the period of adjustment set forth in
37 CER 1.703 shall be reduced by the number of
days, if any, beginning on the date a request for
suspension of action under 37 CFR 1.103 wasfiled
and ending on the date of the termination of the
suspension.

37 CFR 1.704(c)(2) establishes deferral of issuance
of a patent under 37 CFR 1.314 as a circumstance
that constitutes a failure of an applicant to engage
in reasonable efforts to conclude processing or
examination of an application. Obvioudly, if issuance
of the patent is deferred under 37 CFR 1.314, the
Office is precluded from issuing the application as
aresult of an action by the applicant. When apetition
under 37 CFR 1.314 isgranted, the petition decision
generally states that the application will be held for
aperiod of amonth to await the filing of apaper. At
the end of the period, the application is returned to
the issue process without a further communication
from the Officeto the applicant. 37 CFR 1.704(c)(2)
also provides that in such a case the period of
adjustment set forth in 37 CFR 1.703 shall be
reduced by the number of days, if any, beginning on
the date arequest for deferral of issuance of apatent
under 37 CFR 1.314 was filed and ending on the
issue date of the patent.

37 CFR 1.704(c)(3) establishes abandonment of the
application or late payment of the issue fee as a
circumstancethat constitutes afailure of an applicant
to engage in reasonable efforts to conclude
processing or examination of an application.
Obvioudly, if the application is abandoned (either
by failure to prosecute or late payment of the issue
fee), the Office is precluded from processing or
examining the application as aresult of an action or
inaction by the applicant. 37 CFR 1.704(c)(3) also
providesthat in such acasethe period of adjustment
set forth in 37 CER 1.703 shall be reduced by the
number of days, if any, beginning on the date of
abandonment or the date after the day the issue fee
was due, and ending on the earlier of: (1) the date
of mailing of the decision reviving the application
or accepting late payment of theissuefee; or (2) the
date that is four months after the date the grantable
petition to revive the application or accept late
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payment of the issue fee was filed. The phrase
“earlier of...[t]he date that is four months after the
date the grantable petition to revive the application
or accept late payment of the issue fee wasfiled” is
to place a cap (measured from the filing date of the
grantable petition) on the reduction if the Office does
not act on (grant) the grantable petition to revive
within four months of the date it was filed.

37 CER 1.704(c)(4) establishes failure to file a
petition to withdraw a holding of abandonment or
to revive an application within two months from the
mailing date of a notice of abandonment as a
circumstancethat constitutes afailure of an applicant
to engage in reasonable efforts to conclude
processing or examination of an application. Any
applicant who considers an application to have been
improperly held abandoned (thereductionin 37 CFR
1.704(c)(3) is applicable to the revival of an
application properly held abandoned) is expected to
file a petition to withdraw the holding of
abandonment (or to revive the application) within
two months from the mailing date of a notice of
abandonment. See MPEP _§ 711.03(c), paragraph
(). 37 CFR 1.704(c)(4) also provides that in such
acase the period of adjustment set forth in 37 CFR
1.703 shall be reduced by the number of days, if any,
beginning on the day after the date two monthsfrom
the mailing date of a notice of abandonment and
ending on the date a petition to withdraw the holding
of abandonment or to revive the application was
filed.

If apetition to withdraw the hol ding of abandonment
isgranted, the Office’ SPALM system records should
be checked to ensure that the correct term adjustment
determination is made. Applicants are encouraged
to check the Office’' SPALM system recordsfor their
applicationsthrough PAIR (see M PEP § 2733). For
example, if applicant shows in the petition that a
reply was filed in the Office on March 2, but the
March 2 reply was never matched with thefile, when
the petition to withdraw the holding of abandonment
isgranted, the receipt of a paper on March 2 should
be recorded on the Office’'s PALM system records.
If the papers or dates are recorded incorrectly,
applicant should contact the examiner, the
examiner's supervisor or the Technology Center
customer service representative to have the entry
corrected. If an applicant receives a Notice of

March 2014

MANUAL OF PATENT EXAMINING PROCEDURE

Abandonment and does not request that the holding
of abandonment be withdrawn within two months
of the mailing date of the notice, the applicant has
failed to engage in reasonable efforts to conclude
prosecution and any patent term adjustment will be
reduced pursuant to 37 CFR 1.704(c)(4).

37 CFR 1.704(c)(5) establishes conversion of a
provisional application under 35 U.S.C. 111(b)toa
nonprovisional application under 35 U.S.C. 111(a)
(pursuant to 35 U.S.C. 111(b)(5); (see MPEP
8§ 201.04)) asacircumstance that constitutesafailure
of an applicant to engage in reasonable efforts to
conclude processing or examination of an
application. Conversion of aprovisional application
to a nonprovisional application will require the
Office to reprocess the application (as a
nonprovisional application) up to one year after the
filing date that will be accorded to such
nonprovisional application as a result of an action
by the applicant. 37 CFR 1.704(c)(5) aso provides
that in such acase the period of adjustment set forth
in 37 CER 1.703 shall be reduced by the number of
days, if any, beginning on the date the application
wasfiled under 35 U.S.C. 111(b) and ending on the
date arequest in compliancewith 37 CFR 1.53(c)(3)
to convert the provisional application into a
nonprovisional application was filed.

37 CFR 1.704(c)(6) establishes submission of a
preliminary amendment or other preliminary paper
less than one month before the mailing of an Office
action under 35 U.S.C. 132 or anotice of allowance
under 35 U.S.C. 151 that requires the mailing of a
supplemental Office action or notice of allowance
as a circumstance that constitutes a failure of an
applicant to engagein reasonable efforts to conclude
processing or examination of an application. If the
submission of a preliminary amendment or other
paper requires the Office to issue a supplemental
Office action or notice of allowance, the submission
of that preliminary amendment or other paper has
interfered with the processing and examination of
an application. 37 CFR 1.704(c)(6) also provides
that in such acase the period of adjustment set forth
in 37 CFR 1.703 shall be reduced by the lesser of
the number of days, if any, beginning on the day
after the mailing date of the original Office action
or notice of allowance and ending on the date of
mailing of the supplemental Office action or notice
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of alowance or four months. The phrase“lesser of ...
or [flour months” isto provide afour-month cap for
areduction under 37 CFR 1.704(c)(6) if the Office
takes longer than four months to issue a
supplemental Office action or notice of allowance.

37 CFR 1.704(c)(7) establishes submission of a
reply having an omission (e.g., 37 CFR 1.135(c))
as a circumstance that constitutes a failure of an
applicant to engage in reasonabl e effortsto conclude
processing or examination of an application.
Submitting areply having an omission requires the
Officetoissue an action under 37 CFR 1.135(c) and
await and process the applicant’s reply to the action
under 37 CER 1.135(c) before the initia reply (as
corrected) can be treated on its merits. In addition,
37 CFR 1.704(c)(7) providesthat in such a case the
period of adjustment set forthin 37 CFR 1.703 shall
be reduced by the number of days, if any, beginning
ontheday after the date the reply having an omission
was filed and ending on the date that the reply or
other paper correcting the omission was filed. The
reference to 37 CFR 1.135(c) is parenthetical
because 37 CER 1.704(c)(7) isnot limited to Office
actionsunder 37 CER 1.135(c) but appliesa sowhen
the Office issues any action or noticeindicating that
a reply has an omission which must be corrected:
e.g., (1) adecision on apetition under 37 CFR 1.47
dismissing the petition aslacking an item necessary
to grant the petition; or (2) a notice indicating that
the computer readable format sequence listing filed
in reply to a Notice to Comply with Requirements
for Patent Applications Containing Nucleotide
Sequence and/or Amino Acid Sequence Disclosures
(PTO-1661) does not comply with 37 CFR 1.821et
seg. The filing of a non-compliant appea brief,
however, will not be deemed an omission under 37
CFER 1.704(c)(7) if the notice of appeal wasfiled on
or after September 17, 2012. This situation is
covered under 37 CFR 1.704(c)(11).

37 CFR 1.704(c)(8) establishes submission of a
supplemental reply or other paper after areply has
been filed asacircumstance that constitutes afailure
of an applicant to engage in reasonable efforts to
conclude processing or examination of an
application. The submission of asupplemental reply
or other paper (e.g., an information disclosure
statement (IDS) or petition) after aninitial reply was
filed requires the Office to restart consideration of
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theinitial reply in view of the supplemental reply or
other paper, which will result in a delay in the
Office's response to the initial reply. 37 CFR
1.704(c)(8) does nat apply to a supplemental reply
or other paper that was expressy requested by the
examiner. If an amendment is requested by an
examiner, the examiner will have the paper
processed so that it isincluded as part of aninterview
summary or examiner's amendment and not a
separate paper for PALM to flag in the patent term
adjustment calculation. 37 CFR 1.704(c)(8) also
providesthat in such acasethe period of adjustment
set forth in 37 CER 1.703 shall be reduced by the
number of days, if any, beginning on the day after
the date theinitia reply wasfiled and ending on the
date that the supplemental reply or such other paper
was filed.

Applicant’s submission of an information disclosure
statement pursuant to 37 CFR 1.97(c) or an
amendment under 37 CFR 41.33 after a notice of
appea hasbeen filed but prior to jurisdiction passing
to the Patent Trial and Appeal Board is deemed an
applicant delay under 37 CFR 1.704(c)(8). Under
37 CFR 1.97(c), an applicant who submits an
information disclosure statement meeting the
requirements of 37 CFR 1.97 and 1.98 will have
such submission considered by the examiner if it is
accompanied by a statement under 37 CFR 1.97(€)
and the fee under 37 CFR 1.17(p). Moreover, the
Office may admit an amendment after notice of
appeal if it meets the applicable requirementsin 37
CFER 41.33(a) and (b) for consideration. Because
the treatment of these papers may delay the Board
taking jurisdiction of the application, the Office will
treat such papers similarly to how the Office treats
a supplemental reply under this provision, in that
the paperswill be considered as a circumstance that
constitutes a failure of an applicant to engage in
reasonable efforts to conclude processing or
examination of an application.

37 CFR 1.704(c)(9) establishes submission of an
amendment or other paper (other than a statement
under 37 CFR 41.50(c)) in an application after a
decision by the Patent Trial and Appeal Board (other
than adecision containing arejection under 37 CFR
41.50(b)) or a Federa court less than one month
before the mailing of an Office action under 35
U.S.C. 132 or notice of alowance under 35 U.S.C.

March 2014



2732

151, that requires the mailing of a supplemental
Office action or supplemental notice of alowance
as a circumstance that constitutes a failure of an
applicant to engage in reasonable effortsto conclude
processing or examination of an application. The
submission of an amendment or other paper (e.g.,
IDS or petition) in an application after a Board
decision or court decision requires the Office to
restart consideration of the application in view of
the amendment or other paper, which will result in
a delay in the Office's taking action on the
application. 37 CFR 1.704(c)(9) aso provides that
in such a case the period of adjustment set forth in
37 CER 1.703 shall be reduced by the lesser of the
number of days, if any, beginning on the day after
the mailing date of the original Office action or
notice of alowance and ending on the mailing date
of the supplemental Office action or notice of
allowance or four months. The phrase“lesser of ...or
[flour months” is to provide a four-month cap for a
reduction under 37 CFR 1.704(c)(9) if the Office
takes longer than four months to issue a
supplemental Office action or notice of allowance.
If the amendment is requested by an examiner, the
examiner will have the paper processed so that it is
included as part of an interview summary or
examiner's amendment and not a separate paper for
PALM to flag in the patent term adjustment
calculation.

37 CFR 1.704(c)(10) establishes submission of an
amendment under 37 CER 1.312 or other paper after
anotice of allowance has been given or mailed asa
circumstancethat constitutesafailure of an applicant
to engage in reasonable efforts to conclude
processing or examination of an application. The
submission of amendments (or other papers) after
an application is alowed may cause substantial
interference with the patent issue process. Certain
papersfiled after allowance are not considered to be
afailure to engage in reasonable efforts to conclude
processing or examination of an application. See
Clarification of 37 CFR 1.704(c)(10) — Reduction
of Patent Term Adjustment for Certain Types of
Papers Filed After a Notice of Allowance has been
Mailed, 1247 Off. Gaz. Pat. Office 111 (June 26,
2001). The submission of the following papers after
a“Notice of Allowance” isnot considered afailure
to engage in reasonable efforts to conclude
processing or examination of an application: (1)
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Fee(s) Transmittal (PTOL-85B); (2) Power of
Attorney; (3) Power to Inspect; (4) Change of
Address, (5) Change of Status (micro/small/not small
entity status); (6) a response to the examiner’s
reasonsfor allowance or arequest to correct an error
or omission inthe“Notice of Allowance” or “Notice
of Allowability;” and (7) letters related to
government interests (e.g., those between NASA
and the Office). Papers that will be considered a
failure to engage in reasonable efforts to conclude
processing or examination of an applicationinclude:
(1) arequest for a refund; (2) a status letter; (3)
amendments under 37 CER 1.312; (4) late priority
claims; (5) a certified copy of a priority document;
(6) drawings; (7) lettersrelated to biologic deposits;
and (8) oaths or declarations. 37 CFR 1.704(c)(10)
providesthat in such acasethe period of adjustment
set forth in 37 CER 1.703 shall be reduced by the
lesser of: (1) the number of days, if any, beginning
on the date the amendment under 37 CER 1.312 or
other paper wasfiled and ending on the mailing date
of the Office action or notice in response to the
amendment under 37 CER 1.312 or such other paper;
or (2) four months. The phrase“lesser of ...or [f]our
months” is to provide a four-month cap for a
reduction under 37 CFR 1.704(c)(10) if the Office
takes longer than four months to issue an Office
action or noticein response to the amendment under
37 CER 1.312 or other paper.

Effectivefor applicationsin which anotice of appeal
was filed on or after September 17, 2012, 37 CFR
1.704(c)(11) establishesthat failureto file an appeal
brief in compliancewith 37 CER 41.37 within three
months from the date on which a notice of appeal to
the Patent Trial and Appeal Board was filed under
35U.S.C. 134 and 37 CFR 41.31 isacircumstance
that constitutes a failure to engage in reasonable
effortsto conclude processing or examination of the
application. It isnoted that although the appeal brief
is due within two months of the filing of the notice
of appeal under 37 CFR 41.37, 37 CFR 1.704(c)(11)
provides three months before any patent term
adjustment under 37 CER 1.703 will be reduced for
the late submission of an appeal brief. If applicant
filesanon-compliant appeal brief and thereafter files
acompliant appeal brief, the period of timefrom the
filing of a non-compliant appeal brief to the filing
of the compliant appeal brief will not be considered
afailure to engage in reasonabl e efforts to conclude
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processing or examination of the application under
37 CFR _1.704(c)(8). However, if the compliant
appeal brief is filed more than three months from
the date on which the notice of appea wasfiled, the
provisions of 37 CFR 1.704(c)(11) may result in
reduction of any patent term adjustment under 37
CFR 1.703. 37 CFER 1.704(c)(11) providesthat the
period of adjustment set forthin 37 CFR 1.703 shall
be reduced by the number of days, if any, beginning
on the day after the date three months from the date
on which the notice of appeal to the Patent Trial and
Appeal Board was filed and ending on the date an
appeal brief in compliance with 37 CFR 41.37 or a
request for continued examination in compliance
with 37 CFR 1.114 wasfiled.

It the Office reopens prosecution of the application
more than three months after the filing of the notice
of appeal but prior to the submission of acompliant
appeal brief, the Office will not deem the period of
time from the day after three months from thefiling
of the notice of appeal to the date the Office reopens
prosecution to be an applicant delay under 37 CFR
1.704(c)(11). In addition, the Office's reopening of
prosecution after appea will not be considered as
vacating any previous response that potentially
increases patent term adjustment under 35 U.S.C.
154(b)(1)(A)(i) through (iv). As discussed above,
the change to 37 CFR 1.704(c)(11) is applicable to
any applications that includes an appeal brief in
which the notice of appeal was filed on or after
September 17, 2012.

37 CFR 1.704(c)(12) (which was formerly 37 CFR
1.704(c)(11)) establishes further prosecution via a
continuing application as a circumstance that
constitutes a failure of an applicant to engage in
reasonable efforts to conclude processing or
examination of an application. Currently, a
continuing application may be used to: (1) obtain
further examination of an invention disclosed and
claimed in the prior application (continuation
application); (2) obtain examination (for the first
time) of an invention disclosed but not claimed or
not elected for examination in the prior application
(divisional application); or (3) obtain examination
of an invention neither disclosed nor claimed in the
prior application (continuation-in-part application).
The provisions of 35 U.S.C. 132(b) and 37 CFR
1.114 permit an applicant to obtain further or

2700-25

2732

continued examination of an invention disclosed and
clamed in an application, which renders it
unnecessary for an applicant whose application is
eigible for patent term adjustment under 35 U.S.C.
154(b) to file a continuing application to obtain
further examination of an invention disclosed and
claimed in an application. If an applicant isfiling a
continuing application to obtain examination (for
the first time) of an invention disclosed but not
claimed or not elected for examination in the prior
application or an invention neither disclosed nor
claimed inthe prior application, it isnot appropriate
for that applicant to obtain any benefit in the
continuing application for examination delays that
might have occurred in the prior application. Thus,
the Office has established further prosecution viaa
continuing application as a circumstance that
constitutes a failure of an applicant to engage in
reasonable efforts to conclude processing or
examination of an application, in that the period of
adjustment set forth in 37 CFR 1.703 shall not
include any period that is prior to the actual filing
date of the application that resulted in the patent.
Thus, if the application that resulted in the patent is
a continuing application (including a CPA), the
period of adjustment set forth in 37 CFR 1.703 (if
any) will not include any period that is prior to the
actual filing date of the application (in the case of a
CPA, the filing date of the request for a CPA) that
resulted in the patent.

A CPA under 37 CFR 1.53(d) filed on or after May
29, 2000 and before July 14, 2003 is entitled to the
patent term adjustment provisions of 35 U.S.C.
154(b) as amended by 8§ 4402 of the American
Inventors Protection Act of 1999 (CPAs can only
befiled in design patent applications on or after July
14, 2003, and design applications are not entitled to
PTA). The period of patent term adjustment set forth
in 37 CER 1.703 (if any), however, will not include
any period that is prior to the filing date of the
request for that CPA.

Delays before the filing date of an application are
not relevant to whether an application is entitled to
patent term adjustment. Patent term adjustment will
not be reduced by applicant actions or inactions (that
amount to afailure to engage in reasonable efforts
to conclude processing or examination of the
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application) occurring in a prior (or other)
application.

37 CFER 1.704(d) provides that a paper containing
only an information disclosure statement in
compliance with 37 CFR 1.97 and 1.98 will not be
considered (result in a reduction) under 37 CFR
1.704(c)(6), 1.704(c)(8), 1.704(c)(9), or 1.704(c)(10)
if it isaccompanied by a statement that each item of
information:

(i) wasfirst 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 37 CFR 1.56(c) more than thirty days
prior to the filing of the information disclosure
statement; or

(if) is a communication that was issued by a
patent office in a counterpart foreign international
application or by the Office, and thiscommunication
was hot received by any individual designated in 37
CFER 1.56(c) morethan thirty daysprior to thefiling
of the information disclosure statement.

The above-mentioned statement(s) should
accompany the submission of the information
disclosure statement.

This provison will permit applicants to submit
information first cited in a communication from a
patent officein acounterpart foreign or international
application or from the Officein another application
without a reduction in patent term adjustment if an
information disclosure statement is promptly (within
thirty days of receipt of the first communication)
submitted to the Office. This provision also permits
an application to submit communications that were
issued by a patent office in a counterpart foreign or
international application or by the Office that were
not received by any individua designatedin 37 CFR
1.56(c) more than thirty days prior to the filing of
the information disclosure statement to avoid a
reduction in any patent term adjustment.

Compliance with the statement requirement of 37
CFER 1.704(d) does not substitute for compliance
with any relevant requirement of 37 CFR 1.97 or
1.98. 37 CFR 1.704(d) also provides that this
thirty-day period is not extendable.
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The determination of when the thirty day period in
37 CFR 1.704(d)(1)(i) or (ii) begins to run is
dependent on the role of each entity involved in the
prosecution of the U.S. and foreign applications, and
the role that each plays (if any) vis-a-vis the
application being examined by the USPTO. The
inventors, the assignee and the U.S.patent counsel
are all individuals designated in 37 CFR 1.56(c).
The issue is whether the foreign patent counsel is
also an individual designated in 37 CFR 1.56(c).

37 CFR 1.56(c) providesthat individual s associated
with thefiling or prosecution of apatent application
within the meaning of 37 CFR 1.56 are:

1. Eachinventor named in the application;

2. Each attorney or agent who prepares or
prosecutes the application; and

3. Every other person who is substantively
involved in the preparation or prosecution of the
application and who is associated with the inventor,
with the assignee or with anyone to whom there is
an obligation to assign the application.

Based on these elements of 37 CFR 1.56(c), the
following three examples provide guidancein regard
to the discussed situations.

ExampleA:

An applicant based in Chicago, Illinois, directs U.S. counsel to prepare,
file and prosecute an application in the United States Patent and
Trademark Office (USPTO). The U.S. counsel subsequently sends the
application to foreign counsel for filing and prosecution in foreign
jurisdictions. The U.S. counsel directsforeign counsel to provide copies
of all communications from the foreign office (by fax or overnight mail)
within seven days of receipt thereof, and expressly reserves al
decision-making authority as to prosecution of the U.S. and foreign
applications.

On January 5, 2002, a foreign counsel in Germany receives a
communication from the European Patent Office (EPO) that includes
alist of citations of patents. On January 8, the foreign counsel, pursuant
to the standing instructions of U.S. counsel, sends by overnight mail, a
copy of the communication from the EPO. The document is received
by U.S. counsel on January 12, 2002. On January 30, the U.S. counsel
reviewsthe document and discoversapreviously uncited patent. A copy
of the patent and an IDS isthen prepared and filed by the U.S. counsel,
which was received at the USPTO on February 11, 2002.

Answer to ExampleA:

The thirty-day period would be calculated from January 12, 2002 . As
such, the IDS received on February 11, 2002 would be filed within the
thirty-day period in 37 CFR 1.704(d), and thus would not result in a
reduction of any patent term adjustment pursuant to 37 CFR 1.704(c)(6),

(€)(8), (c)(9), or (c)(10).
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In this example, the foreign counsel has no substantive role in the
prosecution of the U.S. application. The explicitly defined role of the
foreign counsel relative to the U.S. counsel in combination with the
practice in the described fact pattern removes any potential doubt asto
the role of the foreign counsel. For these reasons, the foreign counsel
is not deemed a person who is substantially involved in the U.S.

application under 37 CFR 1.56(c).
Example B:

An applicant based in Paris, France, directs French counsel to prepare,
file and prosecute an application in the European Patent Office (EPO).
The EPO application is then sent to U.S. counsel by French counsel to
be reviewed, edited, and prepared for filing in the United States Patent
and Trademark Office (USPTO). The counsel works with the French
counsel to review the edited application, and then files the application
at the USPTO. The review and editing of the U.S. application filed at
the USPTO &l so leads the French counsel to amend its EPO application.

On January 5, 2002, the French counsel receives a search report from
the European Patent Officethat includesalist of six patents. On January
20, 2002, the U.S. counsel receives from French counsel (by overnight
mail) acopy of the communication from the EPO and suggests that the
U.S. counsel review the search report and “ take appropriate action.” On
January 25, 2002, the French counsel provides a copy of the search
report to the applicant. On January 30, 2002, the U.S. counsel reviews
the document and discovers a previously uncited patent. A copy of the
patent and an IDS s then prepared and filed by the U.S. counsel, which
isreceived at the USPTO on February 14, 2002

Answer to Example B:

The thirty-day period would be calculated from January 5, 2002. As
such, the submission of the IDS would not be received within the
thirty-day window in 37 CFR 1.704(d), and thus could result in a
reduction of any patent term pursuant to37 CFR 1.704(c)(6), (c)(8),

(©)(9), or (c)(10).

In thisexample, the USPTO would consider the French counsel to have
been aparty within the meaning of 37 CFR 1.56(c). The French counsel,
based on the above facts, played a substantive role in the preparation
and prosecution of the U.S. application (e.g., the French counsel drafted
the original application, worked with U.S. counsel to amend the
application and subsequently amended the EPO application based on
the work product produced with U.S. counsel).

Example C:

An applicant based in Chicago, Illinois, hires U.S. counsel to prepare
an application suitable for filing in the United States Patent and
Trademark Office (USPTO) and the European Patent Office (EPO).
The U.S. counsel engages a German attorney to assist in thereview and
editing of the application to take account of issues relevant to EPO
practice. The U.S. counsel then reviewsthe edited application, approves
the changes, and files it at the USPTO. The U.S. counsel then directs
the German attorney to file the application in the EPO. During
prosecution of the U.S. case, the U.S. counsel receives an Office action
citing three patents.

On December 1, 2001, the U.S. counsel sends the three patents to the
German attorney for review and appropriate action. On January 5, 2002,
the German attorney receives a search report from the EPO that cites
the three previously cited patents, plus a fourth patent, which are all
designatinged all as“X” references. On January 15, 2002, the German
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attorney reviews the fourth patent and compares it to the three patents
cited in the U.S. prosecution. The German attorney concludes that the
fourth patent is duplicative of one of the three patents, and takes no
further action.

On March 1, 2002, during a routine status inquiry, the U.S. counsel is
informed of the citation of the fourth patent by the EPO and the decision
of the German attorney that the information in the newly cited patent
was duplicative of the three patents previoudly cited by the USPTO.
The U.S. counsel also obtains copies of the newly cited patent on this
date. On March 5, 2002, the U.S. counsel files an IDS containing the
newly cited patent, which is received at the USPTO on the same date.

Answer to Example C:

The thirty-day period would be calculated from January 5, 2002 . As
such, the submission of the IDS would be determined to have not been
received, received within thethirty-day period in 37 CFR 1.704(d), and
thus could result in areduction of any patent term pursuant to 37 CFR

1.704(c)(6), (c)(8), (c)(9), or (c)(10).

In this example, the USPTO would consider the participation of the
German attorney in the prosecution and decision-making as to the
relevance of the newly cited art vis-a-vis the previously cited three
patents to be a substantive participation in the U.S. prosecution. As
such, the German attorney would be considered by the USPTO to be a
party covered by 37 CFR 1.56(c). Accordingly, evaluation of compliance
with 37 CFR 1.704(d) would consider the date that the foreign counsel
first learned of the fourth patent (i.e., the newly cited reference).

37 CFR 1.704(e) provides that a submission of a
request under 37 CFR 1.705(c) for reinstatement of
reduced patent term adjustment will not be
considered afailure to engage in reasonable efforts
to conclude prosecution (processing or examination)
of the application under 37 CFR 1.704(c)(10). The
Office will not deem such a failure to engage in
reasonable efforts to conclude processing or
examination of the application under 37 CFR
1.704(c)(10) because the statute expressly requires
that all such requests be filed prior to the issuance
of the patent. See 35 U.S.C. 154(b)(3)(C). Other
papers concerning patent term adjustment (e.g.,
status letters, untimely applications for patent term
adjustment, requests for reconsideration of the
Office's decisions on applications for patent term
adjustment, petitions under 37 CFR 1.181, 1.182,
or 1.183 concerning patent term adjustment, or
miscellaneous letters concerning patent term
adjustment), however, will be considered a failure
to engage in reasonable efforts to conclude
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prosecution (processing or examination) of the
application under 37 CFR 1.704(c)(10).

2733 Patent Term Adjustment
Determination [R-11.2013]

37 CFR 1.705 Patent term adjustment determination.
(@ The patent will include notification of any patent term
adjustment under 35 U.S.C. 154(b).

*k kKK

TheAlA Technical CorrectionsAct was enacted on
January 14, 2013. See Pub. L. No. 112-274, 126 Stat.
2456 (2013). Section 1(h) of the AIA Technical
Corrections Act revises the patent term adjustment
provisions of 35 U.S.C. 154(b) and is effective for
any patent granted on or after January 14, 2013.
Section 1(h)(2) of the AIA Technica Corrections
Act amended 35 U.S.C. 154(b)(3)(B)(i) to change
“shall transmit a notice of that [patent term
adjustment] determination with the written notice
of allowance of the application under section 151"
to “shal transmit a notice of that [patent term
adjustment] determination no later than the date of
issuance of the patent.” See 126 Stat. at 2457. This
change eliminates the need for the Office to provide
aninitial patent term adjustment determination with
the notice of alowance and before the patent term
adjustment under 35 U.S.C. 154(b)(1)(A)(iv) and
154(b)(1)(B) is known. See Changes to I mplement
Patent Term Adjustment Under Twenty-Year Patent
Term, 65 Fed. Reg. 56365, 56374 (September 18,
2000) (explaining that atwo-part processisrequired
because the Office is obliged under 35 U.S.C.
154(b)(3) to provide a patent term adjustment
determination before the issue date, and thus the
patent term adjustment, isknown). 37 CFR 1.705(a)
has been amended to reflect that the Office will
provide natification of the patent term adjustment
on the patent. The Office will no longer provide a
notification of the patent term adjustment with the
mailing of the notice of alowance for any patent
granted on or after January 14, 2013.

The Office hasrevised 37 CFR 1.705 to implement
the statutory changes to 35 U.S.C. 154(b)(3)(B)(i).
The amendment to the statute provides that the
Office shall transmit a determination of the patent
term adjustment no later than the date of issuance
of the patent. Accordingly, the Office is no longer
required to transmit a determination at the time of
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themailing of the notice of allowance which occurs
before all of the guarantees of the statute could be
calculated. The Office, however, will continue to
provide a preliminary patent term adjustment
calculation with the issue notification that is mailed
to applicant prior to issuance of the patent, but the
patent term adjustment indicated on the patent isthe
“official” notification of the Office’s patent term
adjustment determination under 35 U.S.C. 154(b).
Accordingly, patentee should wait until the grant of
the patent to determine whether or not arequest for
reconsideration of the patent term adjustment
indicated on the patent is warranted. See MPEP §
2734 for a discussion of the requirements of any
such request.

If a registered practitioner receives a patent term
adjustment indicated on the front of the patent that
islonger than expected, the practitioner may disclose
the error to the Officein aletter in compliance with
the practitioner’s duty of candor and good faith in
practice before the Office. The Office will treat
letters submitted by patentees stating that Office’'s
determination of patent term adjustment indicated
on the patent is greater than what the applicant or
patentee believes is appropriate by placing these
lettersin thefile of the patent without comment. The
Office will not review these letters or issue
certificates of correction under either 35 U.S.C. 254
or 255 on the of these letters. In addition, the Office
will not grant arequest for acertificate of correction
under either 35 U.S.C. 254 or 255 to revisethe patent
term adjustment indicated in a patent, unless the
certificate of correction isissued to revised the patent
for consistency with (1) the patent term adjustment
determined via a decision on the request for
reconsideration under 37 CFR 1.705; or (2) thetota
patent term adjustment indicated on the Patent
Application Information Retrieval (PAIR) screen
that displays the patent term adjustment calculation
for the patent. If patentee submits a request for a
certificate of correction under either 35 U.S.C. 254
or 255 to revise the patent term adjustment indicated
in a patent that also includes changes in the patent
for which a certificate of correction would be
appropriate, the request for a certificate of correction
will not be granted unless the patentee submits a
new request for a certificate of correction that does
not al so attempt to revise the patent term adjustment
indicated in the patent.
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If patentee wants the Office to reconsider its patent
term adjustment determination, the patentee must
use the procedures set forth in 37 CFR 1.705 for
requesting reconsideration of a patent term
adjustment  determination.  Specificaly, the
procedures set forth in 37 CFR 1.705 must be used
whether the USPTO's patent term adjustment
determination is greater than or less than the
adjustment that the applicant or patentee believesto
be appropriate.

A patentee may also fileaterminal disclaimer at any
time disclaiming any period considered in excess of
the appropriate patent term adjustment. See 35
U.S.C. 253 and 37 CFR 1.321.

Note that the Office does not require patenteeto file
either a request for reconsideration under 37 CFR
1.705 or aterminal disclaimer when the patent term
adjustment indicated on the patent is greater than
what the patentee believes is appropriate. As
discussed above, the patentee or the appointed
registered practitioner may disclosethe alleged error
to the Office in a letter in compliance with the
practitioner’s duty of candor and good faith.

Information as to how the patent term adjustment
calculation has been made will be available through
Patent Application Information Retrieval (PAIR) at
http://pair.uspto.gov. Applicants may routinely use
PAIR to check the accuracy of the data entered in
the PALM system for their applications (i.e., the
type of the paper and date of receipt in the Office)
throughout prosecution. If any errors are detected,
they should be brought to the Office' s attention (e.g.,
by contacting the examiner or the Technology
Center’s customer service representative) as soon
as possible to ensure that they are corrected before
allowance of the application and the determination
of the patent term adjustment. In checking Office
records, applicants should keep in mind that the date
that should be recorded in the Office computer
records is the date of receipt of the paper, not the
date that it was mailed under 37 CFR 1.8. In
addition, if an original paper is misplaced by the
Officeand aduplicateisfiled with apost card receipt
showing the date of receipt of the original paper, the
date shown on the post-card receipt for the original
paper isthe date that should be shown in the Office
computer records. If ExpressMail servicewas used,
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then the date shown as the “date in” on the Express
Mail label will be entered into the Office computer
records. Otherwise, the date reflected in the Office
computer records for a duplicate copy of
correspondence will normally be the date that the
duplicate was received in the Office.

2734 Application for Patent Term
Adjustment; Due Care Showing [R-11.2013]

37 CFR1.705 Patent term adjustment deter mination.

*kkkk

(b) Any request for reconsideration of the patent term adjustment
indicated on the patent must be by way of an application for patent term
adjustment filed no later than two months from the date the patent was
granted. This two-month period may be extended under the provisions
of § 1.136(a). An application for patent term adjustment under this
section must be accompanied by:

(1) Thefeesetforthin § 1.18(e); and
(2) A statement of the facts involved, specifying:

(i) The correct patent term adjustment and the basis or
bases under § 1.702 for the adjustment;

(i) The relevant dates as specified in 88 1.703(a)
through (e) for which an adjustment is sought and the adjustment as
specified in § 1.703(f) to which the patent is entitled;

(iii) Whether the patent is subject to a termina
disclaimer and any expiration date specified in the terminal disclaimer;
and

(iv) (A) Any circumstances during the prosecution of
the application resulting in the patent that constitute afailure to engage
in reasonable efforts to conclude processing or examination of such
application as set forth in § 1.704; or

(B) That there were no circumstances constituting
a failure to engage in reasonable efforts to conclude processing or
examination of such application as set forth in § 1.704.

(c) Any request for reinstatement of all or part of the period of
adjustment reduced pursuant to § 1.704(b) for failing to reply to a
rejection, objection, argument, or other request within three months of
the date of the mailing of the Office communication notifying the
applicant of the rejection, objection, argument, or other request must
be filed prior to the issuance of the patent. This time period is not
extendable. Any request for reinstatement of all or part of the period of
adjustment pursuant to § 1.704(b) must be accompanied by:

(1) Thefeeset forthin 8§ 1.18(f); and

(2) A showing to the satisfaction of the Director that, in spite
of al due care, the applicant was unable to reply to the rejection,
objection, argument, or other request within three months of the date
of mailing of the Office communication notifying the applicant of the
rejection, objection, argument, or other request. The Office shall not
grant any request for reinstatement for more than three additional months
for each reply beyond three months from the date of mailing of the
Office communication notifying the applicant of the rejection, objection,
argument, or other request.

*kkk*k

37 CFER 1.705(b) provides that any request for
reconsideration of the patent term adjustment
indicated on the patent must be by way of an
application for patent term adjustment which must
filed within two months of the date the patent was
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granted and accompanied by the fee set forth in 37
CFR 1.18(e) and a statement of the facts involved.
37 CFR 1.705(b)(2) provides that such statement
of factsinvolved must specify: (1) the correct patent
term adjustment and the basis or basesunder 37 CFR
1.702 for the adjustment; (2) the relevant dates as
specifiedin 37 CER 1.703(a) through (€) for which
an adjustment is sought and the adjustment as
specified in 37 CER 1.703(f) to which the patent is
entitled; (3) whether the patent is subject to a
terminal disclaimer and any expiration date specified
in the termina disclamer; and (4) any
circumstances, if any, during the prosecution of the
application resulting in the patent that constitute a
failure to engage in reasonable efforts to conclude
processing or examination of such application as set
forthin 37 CER 1.704 (or astatement that there were
no such circumstances). The two month period set
in 37 CFR 1.705(b) is extendable under 37 CFR
1.136 for up to five additional months (permitting
patentee to request reconsi deration of the patent term
adjustment indicated on the patent as late as within
seven months after the date the patent was granted).

If the Office agrees with applicant’s request for
reconsideration of the patent term adjustment
determination, the Office will sua sponte issue a
certificate of correction to revise the patent term
adjustment determination on the patent in accordance
with the determination by the Office.

If the Office issues a decision denying patentee’s
request for reconsideration, then patentee may appeal
such decision to the District Court for the Eastern
District of Virginiaby filing acivil complaint within
180 days of the date of the decision on the request
for reconsideration of patent term adjustment.

Section 1(h)(3) of the AIA Technical Corrections
Act amended 35 U.S.C. 154(b)(4) to provide that
“[aln applicant dissatisfied with the Director’'s
decision on the applicant's request for
reconsideration under paragraph (3)(B)(ii) shall have
exclusive remedy by a civil action against the
Director filed in the United States District Court for
the Eastern District of Virginiawithin 180 days after
the date the Director’s decision on the applicant’s
request for reconsideration.” The change to 35
U.S.C. 154(b)(4) clarifiesthat (1) acivil action under
35 U.S.C. 154(b)(4) is not an dternative to

March 2014

MANUAL OF PATENT EXAMINING PROCEDURE

requesting reconsideration of the patent term
adjustment under 35 U.S.C. 154(b)(3) but is the
remedy for an applicant who is dissatisfied with the
Director’s decision on the applicant’s request for
reconsideration under 35 U.S.C. 154(b)(3); and (2)
acivil action provided in 35 U.S.C. 154(b)(4) isthe
exclusive remedy for an applicant who isdissatisfied
with the Director’'s decision on the applicant’'s
request for reconsideration. In other words, an
applicant that is dissatisfied with the patent term
adjustment determination on the patent must first
request reconsideration under 35 U.S.C. 154(b)(3)
and 37 CFR 1.705(b). Only after receiving a
decision denying the request for reconsideration,
may the applicant file a civil action, proscribed in
35 U.S.C. 154(b)(4), if the applicant is dissatisfied
with the decision on the request for reconsideration.

Section 1(n) of the AIA Technical Corrections Act
providesthat amendments madein section 1(h) shall
take effect on January 14, 2013 (the date of
enactment) and shall apply to the proceedings
commenced on or after January 14, 2013. Section
1(n) of the Technical CorrectionsAct does not limit
the applicability of the changes in section 1(h) to
applications filed on or after January 14, 2013. Cf.
Section 4405(a) of the American Inventors
Protection Act of 1999 (AIPA), Pub. L. No. 106-113,
113 Stat. 1501, 1501A-552 through 1501A-591
(limiting the applicability of the patent term
adjustment provisions of the AIPA to applications
filed on or after May 29, 2000 (the date that is six
months after the enactment of AIPA)). Patent term
adjustment proceedings are not “commenced” until
the Office notifiesthe applicant of the Office's patent
term adjustment determination under 35 U.S.C.
154(b)(3), which now occurs when the patent is
granted. Accordingly, the changesto 35 U.S.C. 154
in section 1(h) of theAlA Technical CorrectionsAct
apply to any patent granted on or after January 14,
2013.

|. DUE CARE SHOWING

37 CER 1.705(c) implements the provisions of 35
U.S.C. 154(b)(3)(C) and specifically provides that
arequest for reinstatement of all or part of the period
of adjustment reduced pursuant to 37 CFR 1.704(b)
for failing to reply to a rejection, objection,
argument, or other request within three months of

2700-30



PATENT TERMS AND EXTENSIONS

the date of mailing of the Office communication
notifying the applicant of the rejection, objection,
argument, or other request must include: (1) the fee
set forth in 37 CFR 1.18(f); and (2) a showing to
the satisfaction of the Director that, in spite of all
due care, the applicant was unable to reply to the
rejection, objection, argument, or other request
within three months of the date of mailing of the
Office communication notifying the applicant of the
rejection, objection, argument, or other request. 37
CFR 1.705(c) a'so providesthat the Office shall not
grant any request for reinstatement for more than
three additional months for each reply beyond three
months of the date of mailing of the Office
communication notifying the applicant of the
rejection, objection, argument, or other request (35
U.S.C. 154(b)(3)(C)). 35 U.S.C. 154(b)(3)(C) and
37 CFR 1.705(c) also requires that the request for
reinstatement be filed prior to the issuance of the
patent. Because 35 U.S.C. 154(b)(3)(C) requires
that the request be filed prior to the issuance of the
patent, the Office will not consider or act on a
regquest for reinstatement in a paper filed after the
patent is issued. For example, a request for
reinstatement cannot be made as part of a request
for reconsideration under 37 CFR 1.705(b).
Applicants are aware during the pendency of the
application of situations where the reply was filed
more than three months after the Office
communication notifying the applicant of the
rejection, objection, argument, or other request. If
applicants believe that they can make the required
showing that, in spite of al due care, the applicant
was unable to rely to the rejection, objection,
argument or other Office request within three
months, then applicants should file the request
promptly and no later than at least one day prior to
the issuance of the patent. Applicants need not
review of the patent term adjustment calculation to
establish arequest for reinstatement under 37 CFR
1.705(c). The Office will not delay issuance of the
patent but will make a decision on the request for
reinstatement after the grant of the patent and if
appropriate, issue acertificate of correctionto revise
the patent term adjustment determination on the
patent.

Filing areply outside of three months after an Office
action is per se afailure to engage in reasonable
efforts to conclude prosecution under 35 U.S.C.
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154(b)(2)(C)(ii) unless applicant can establish that
the delay was “in spite of al due care” The
provisions of 35 U.S.C. 21(b) are applicable to the
determination of three-month period for reply. If the
last day of the three-month period from the Office
communication notifying the applicant the applicant
of therejection, objection, argument, or other request
falls on a a Saturday, Sunday, or Federa holiday
within the District of Columbia, then action, may be
taken, or thefee paid, on the next succeeding secular
or business day without loss of any patent term
adjustment under § 1.704(b). See ArQulev. Kappos,
793 F.Supp2d 214 (D.D.C. 2011). For example, an
applicant’s three-month reply time period expires
on a Saturday and the applicant files areply that is
received by the Office on Monday, which is not a
Federa holiday within the District of Columbia. In
this case, any patent term would not be reduced
under 37 CFR 1.704(b) because the reply was
received on Monday, the next succeeding secular or
business day after the expiration of the three-month
reply time. Accordingly, arequest for reinstatement
of al or part of the period of adjustment under 37
CER _1.705(c) would not be applicable since
applicant would not have been deemed to reply more
than three monthsfrom the date of the Office action.

The Office “shall reinstate all or part of the
cumulative period of time of an adjustment reduced
under [35 U.S.C. 154(b)(2)(C)] if the applicant...
makes a showing that, in spite of all due care, the
applicant was unabl e to respond within the 3-month
period...."” See 35 U.S.C. 154(b)(3)(C). The “due
care” of areasonably prudent person standard has
been applied in deciding petitions under the
“unavoidable delay” standard of 35 U.S.C. 133. See
In re Mattullath, 38 App. D.C. 497, 514-15 (1912)
(“theword *unavoidable' ... isapplicableto ordinary
human affairs, and requires no more or greater care
or diligence than is generally used and observed by
prudent and careful men in relation to their most
important business”) (quoting and adopting Ex parte
Pratt, 1887 Dec. Comm’r Pat. 31, 32-33); see also
Ray v. Lehman, 55 F.3d 606, 609, 34 USPQ2d 1786,
1787 (Fed. Cir. 1995) (“in determining whether a
delay...was unavoidable, one looks to whether the
party...exercised the due care of a reasonably
prudent person”). While the legidative history of
the American Inventors Protection Act of 1999 is
silent asto the meaning of the phrase “in spite of al
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due care,” the phrases “all due care” and “unable to
respond” invoke a higher degree of care than the
ordinary due care standard of 35 U.S.C. 133, aswell
asthe “reasonable efforts to conclude processing or
examination [or prosecution] of an application”
standard of 35 U.S.C. 154(b)(2)(C)(i) and (iii).
Therefore, applicants should not rely upon decisions
relating to the “unavoidable delay” standard of 35
U.S.C. 133 as controlling in a request to reinstate
reduced patent term adjustment on the basis of a
showing that the applicant was unable to respond
within the three-month period in spite of all due care.

Examples

The following are examples of showings that may
establish that the applicant was unable to respond
within the three-month period in spite of all due care:

(A) a showing that the original three-month
period was insufficient to obtain the test data
necessary for an affidavit or declaration under 37
CFR 1.132 that was submitted with a reply filed
outside the original three-month period,;

(B) ashowing that the applicant was unable to
reply within the original three-month period due to
anatural disaster;

(C) ashowingthat applicant was unableto reply
within the original three-month period because
testing was required to reply to an Office action, and
thetesting necessarily took longer than three months;
or

(D) ashowing that the applicant was unable to
reply within the original three-month period due to
illness or death of a sole practitioner of record who
was responsible for prosecuting the application.

The patent term adjustment reinstated would be
limited to the period in which the showing
establishes that applicant was acting with all due
care to reply to the Office notice or action, but
circumstances (outside applicant’s control) made
applicant unable to reply in spite of such due care.
An applicant will not be able to show that he or she
was unable to reply within the three-month period
“in spite of all due care” if the reply was not filed
within the three-month period due to reasonswithin
the control of applicant or agencies within the
applicant’s control.
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Examples of circumstances that would NOT
establish that the applicant was unable to respond
within the three-month period in spite of al due care
are:

(A) an applicant’'s or representative’s
preoccupation with other matters (e.g., an inter
partes lawsuit or interference) that is given priority
over prosecution of the application;

(B) illnessor desth of the practitioner in charge
of the application if the practitioner isassociated (in
alaw firm) with other practitioners (since the other
practitioners could have taken action to reply within
the three-month period);

(C) time consumed with communications
between the applicant and his or her representative,
regardless of whether the applicant resides in the
United States or chooses to communicate with the
United States representative via a foreign
representative;

(D) vacation or other non-attention to an
application that results in a failure to reply within
the three-month period;

(E) applicant filing areply on or near the last
day of the three-month period using first class mail
with a certificate of mailing under 37 CFR 1.8,
rather than by electronic filing, Express Mail under
37 CER 1.10 or facsimile (if permitted), and the
reply is not received (filed) in the Office until after
the three-month period; or

(F) failureof clerical employees of applicant or
applicant’s representative to properly docket the
Office action or notice for reply or perform other
tasks necessary for reply within the three-month
period.

Rarely is the power of attorney given to a single
attorney and often many attorneys are given power
of aftorney in an application. An attorney in
litigation, working on an interference or taking a
vacation is generally aware of that fact before the
event and should make plansfor another to take over
his or her work so that it is completed and filed in
the Office within the three-month period. Thus,
failure to reply within the three-month period in 35
U.S.C. 154(b)(2)(C)(ii) due to preoccupation with
other matters (e.g., an inter partes lawsuit or
interference) given priority over the application, or
vacation or other non-attention to an application,
cannot be relied upon to show that applicant was
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unable to reply “in spite of all due care” under 35
U.S.C. 154(b)(3)(C).

2735 [Reserved]

2736 Third Party Papers[R-11.2013]

37 CFR 1.705 Patent term adjustment determination.

*k kK Kk

(d) Nosubmission or petition on behalf of athird party concerning
patent term adjustment under 35 U.S.C. 154(b) will be considered by
the Office. Any such submission or petition will be returned to the third
party, or otherwise disposed of, at the convenience of the Office.

*k kKK

37 CFR 1.705(d) implements the provisions of 35
U.S.C. 154(b)(4)(B) and providesthat no submission
or petition on behalf of a third party concerning
patent term adjustment under 35 U.S.C. 154(b) will
be considered by the Office, and that any such
submission or petition will be returned to the third
party, or otherwise disposed of, at the convenience
of the Office.

2737-2749 [Reserved]

2750 Patent Term Extension for Delays at
other Agenciesunder 35 U.S.C. 156
[R-11.2013]

The right to a patent term extension based upon
regulatory review is the result of the Drug Price
Competition and Patent Term Restoration Act of
1984, Pub. L. No. 98-417, 98 Stat. 1585 (codified
at 21 U.S.C. 355(b), (j), (I); 35 U.S.C. 156, 271,
282)(Hatch-Waxman Act). The act sought to
eliminate two distortionsto the normal “ patent term
produced by the requirement that certain products
must receive premarket regulatory approval.” Eli
Lilly & Co. v. Medtronic Inc., 496 U.S. 661, 669, 15
USPQ2d 1121, 1126 (1990). Thefirst distortion was
that the patent owner loses patent term during the
early years of the patent because the product cannot
be commercially marketed without approval from a
regulatory agency. The second distortion occurred
after the end of the patent term because competitors
could not immediately enter the market upon
expiration of the patent because they were not
alowed to begin testing and other activities
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necessary to receive FDA approva before patent
expiration.

The part of the act codified as 35 U.S.C. 156 was
designed to create new incentives for research and
development of certain products subject to premarket
government approval by a regulatory agency. The
statute enables the owners of patents on certain
human drugs, food or color additives, medica
devices, anima drugs, and veterinary biological
productsto restoreto the terms of those patents some
of the time lost while awaiting premarket
government approval from aregulatory agency. The
rights derived from extension of the patent term
under 35 U.S.C. 156(a) are defined in 35 U.S.C.
156(Db). but are not limited to aclaim-by-claim basis.
Rather, subsection(a) of 156 indicates that “[t]he
term of a patent which claims a product, a method
of using a product, or a method of manufacturing a
product shall be extended.” See Genetics Ingtitute
LLC v. Novartis Vaccines and Diagnostics Inc., 655
F.3d 1291, 99 USPQ2d 1713 (Fed. Cir. 2011).
However, pursuant to 35 U.S.C. 156(b) , if the patent
claims other products in addition to the approved
product, the exclusive patent rights to the additional
products expire with the original expiration date of
the patent.

In exchange for extension of the term of the patent,
Congress legidlatively overruled Roche Productsv.
Bolar Pharmaceuticals, 733 F.2d 858, 221 USPQ
937 (Fed. Cir. 1984) as to products covered by 35
U.S.C. 271(e) and provided that it shall not be an
act of infringement, for example, to make and test
apatented drug solely for the purpose of developing
and submitting information for an Abbreviated New
Drug Application (ANDA). 35 U.S.C. 271(e)(1).
See Donad O. Beers et al., Generic and Innovator
Drugs. A Guide to FDA Approval Requirements,
Eighth Edition, Wolters Kluwer Law & Business,
2013, 4.05 for a discussion of the Hatch-Waxman
Act and infringement litigation. Furthermore,
Congress provided that an ANDA that the FDA will
grant to the marketing applicant a period of 5 years
of data exclusivity for any active ingredient or salt
or ester of the active ingredient which had not been
previously approved under section 505(b) of the
Federal Food, Drug and Cosmetic Act. 21 U.S.C.
355(j)(4)(D)(ii). See also Lourie, Patent Term
Restoration: History, Summary, and Appraisal, 40
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Food, Drug and Cosmetic L. J. 351, 353-60 (1985).
Seealso Lourie, Patent Term Restoration, 66 J. Pat.
Off. Soc’y 526 (1984).

On November 16, 1988, 35 U.S.C. 156 wasamended
by Public Law 100-670, essentially to add animal
drugs and veterinary biologicsto thelist of products
that can form the basis of patent term extension.
Animal drug products which are primarily
manufactured through biotechnology are excluded
from the provisions of patent term extension.

On December 3, 1993, 35 U.S.C. 156 was further
amended to providefor interim extension of apatent
where aproduct claimed by the patent was expected
to be approved, but not until after the original
expiration date of the patent. Public Law 103-179,
Section 5.

An application for the extension of the term of a
patent under 35 U.S.C. 156 must be submitted by
the owner of record of the patent or its agent within
the sixty-day period beginning on the date the
product received permission for commercial
marketing or use under the provision of law under
which the applicable regulatory review period
occurred for commercial marketing or use. See 35
U.S.C. 156(d)(1). This language regarding the
sixty-day period has been clarified by the America
Invents Act where the Act provides that, “[f]or
purposes of determining the date on which aproduct
receives permission under the second sentence of
this paragraph, if such permission istransmitted after
4:30 PM., Eastern Time, on a business day, or is
transmitted on a day that is not a business day, the
product shall be deemed to receive such permission
on the next business day. For purposes of the
preceding sentence, the term 'business day' means
any Monday, Tuesday, Wednesday, Thursday, or
Friday, excluding any legal holiday under section
6103 of title 5.” See Section 37 of the AlA and 35
U.S.C. 156. The USPTO initially determineswhether
the application is formally complete and whether
the patent is eligible for extension. The statute
requiresthe Director of the United States Patent and
Trademark Office to notify the Secretary of
Agriculture or the Secretary of Health and Human
Services of the submission of an application for
extension of patent term which complies with 35
U.S.C. 156 within sixty days and to submit to the
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Secretary a copy of the application. Not later than
thirty days after receipt of the application from the
Director, the Secretary will determine the length of
the applicable regulatory review period and notify
the Director of the determination. If the Director
determines that the patent is eligible for extension,
the Director calculates the length of extension for
which the patent is eligible under the appropriate
statutory provision and issues an appropriate
Certificate of Extension.

Patent term extensions provided by private relief
legislation, public laws other than as enacted by
35U.S.C. 156, suchas35 U.S.C. 155 and 155A, are
not addressed herein.

2751 Eligibility Requirements[R-11.2013]

35 U.SC. 156 Extension of patent term

(8 The term of a patent which claims a product, a method of
using a product, or a method of manufacturing a product shall be
extended in accordance with this section from the original expiration
date of the patent, which shall include any patent term adjustment
granted under section 154(b) if —

(1) the term of the patent has not expired before an
application is submitted under subsection (d)(1) for its extension;

(2) the term of the patent has never been extended under
subsection (e)(1) of this section;

(3) an application for extension is submitted by the owner
of record of the patent or its agent and in accordance with the
requirements of paragraphs (1) through (4) of subsection (d);

(4) the product has been subject to aregulatory review period
before its commercial marketing or use;

(5) (A) except as provided in subparagraph (B) or (C), the
permission for the commercial marketing or use of the product after
such regulatory review period is the first permitted commercia
marketing or use of the product under the provision of law under which
such regulatory review period occurred;

(B) in the case of a patent which claims a method of
manufacturing the product which primarily uses recombinant DNA
technology in the manufacture of the product, the permission for the
commercia marketing or use of the product after such regulatory period
is the first permitted commercial marketing or use of a product
manufactured under the process claimed in the patent; or

(C) for purposes of subparagraph (A), in the case of a
patent which —

(i) clams a new animal drug or a veterinary
biological product which (1) is not covered by the claims in any other
patent which has been extended, and (I1) has received permission for
the commercial marketing or use in non-food-producing animals and
in food-producing animals, and

(ii) was not extended on the basis of the regulatory
review period for use in non-food-producing animals, the permission
for the commercial marketing or use of the drug or product after the
regulatory review period for use in food-producing animals is the first
permitted commercial marketing or use of the drug or product for
administration to a food-producing animal.The product referred to in
paragraphs (4) and (5) is hereinafter in this section referred to as the
“approved product.”

*kkkk
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(f) For purposes of this section:
(1) Theterm “product” means:

(A) A drug product.
(B) Any medical device, food additive, or color additive
subject to regulation under the Federal Food, Drug, and Cosmetic Act.
(2) The term “drug product” means the active ingredient
of—

(A) anew drug, antibiotic drug, or human biological
product (asthose termsare used in the Federal Food, Drug, and Cosmetic
Act and the Public Health Service Act) or

(B) anew animal drug or veterinary biological product
(as those terms are used in the Federal Food, Drug, and Cosmetic Act
and the Virus-Serum-Toxin Act) which is not primarily manufactured
using recombinant DNA, recombinant RNA, hybridoma technology,
or other processes involving site specific genetic manipulation
techniques, including any salt or ester of the activeingredient, asasingle
entity or in combination with another active ingredient.

(3) The term “major health or environmental effects test”
means atest which isreasonably related to the evaluation of the health
or environmental effects of aproduct, which requiresat least six months
to conduct, and the data from which is submitted to receive permission
for commercial marketing or use. Periods of analysis or evaluation of
test results are not to be included in determining if the conduct of atest
required at least six months.

(4) (A) Any referenceto section 351 isareferenceto section
351 of the Public Health Service Act.

(B) Any reference to section 503, 505, 512, or 515isa
reference to section 503, 505, 512, or 515 of the Federal Food, Drug
and Cosmetic Act.

(C) Any reference to the Virus-Serum-Toxin Act is a
reference to the Act of March 4, 1913 (21 U.S.C. 151 - 158).

(5) Theterm“informal hearing” has the meaning prescribed
for such term by section 201(y) of the Federal Food, Drug and Cosmetic
Act.

(6) The term “patent” means a patent issued by the United
States Patent and Trademark Office.

(7) The term “date of enactment” as used in this section
means September 24, 1984, for human drug product, amedical device,
food additive, or color additive.

(8) The term “date of enactment” as used in this section
means the date of enactment of the Generic Animal Drug and Patent
Term Restoration Act for an animal drug or a veterinary biological
product.

*kkkk

37 CFR 1.710 Patents subject to extension of the patent term
(a) A patentiseligiblefor extension of the patent term if the patent
claimsaproduct as defined in paragraph (b) of this section, either alone
or in combination with other ingredientsthat read on acomposition that
received permission for commercial marketing or use, or a method of
using such aproduct, or amethod of manufacturing such aproduct, and
meets all other conditions and requirements of this subpart.
(b) Theterm product referred to in paragraph (a) of this section
means —

(I) The active ingredient of a new human drug, antibiotic
drug, or human biological product (asthosetermsare used in the Federa
Food, Drug, and Cosmetic Act and the Public Health Service Act)
including any salt or ester of the active ingredient, as a single entity or
in combination with another active ingredient; or

(2) Theactiveingredient of anew animal drug or veterinary
biological product (as those terms are used in the Federal Food, Drug,
and Cosmetic Act and the Virus-Serum-Toxin Act) that is not primarily
manufactured using recombinant DNA, recombinant RNA, hybridoma
technology, or other processes including site specific genetic
manipulation techniques, including any salt or ester of the active
ingredient, as a single entity or in combination with another active
ingredient; or
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(3) Any medica device, food additive, or color additive
subject to regulation under the Federal Food, Drug, and Cosmetic Act.

37 CFR 1.720 Conditions for extension of patent term
The term of a patent may be extended if:

(& The patent claims a product or a method of using or
manufacturing a product as defined in § 1.710;

(b) The term of the patent has never been previously extended,
except for extensions issued pursuant to 88§ 1.701, 1.760, or 1.790;

(c) An application for extension is submitted in compliance with
§1.740;

(d) The product has been subject to aregulatory review period as
defined in 35 U.S.C. 156(q) before its commercial marketing or use;

(e) The product hasreceived permission for commercia marketing
or use and —

(1) The permission for the commercial marketing or use of
the product is the first received permission for commercial marketing
or use under the provision of law under which the applicable regulatory
review occurred, or

(2) Inthe case of apatent other than one directed to subject
matter within § 1.710(b)(2) claiming a method of manufacturing the
product that primarily uses recombinant DNA technology in the
manufacture of the product, the permission for the commercia marketing
or useisthefirst received permission for the commercial marketing or
use of a product manufactured under the process claimed in the patent,
or

(3) Inthe case of apatent claiming a new animal drug or a
veterinary biological product that is not covered by the claims in any
other patent that has been extended, and has received permission for
the commercial marketing or use in non-food-producing animals and
in food-producing animals, and was not extended on the basis of the
regulatory review period for use in non-food-producing animals, the
permission for the commercial marketing or use of the drug or product
after the regulatory review period for use in food-producing animalsis
the first permitted commercial marketing or use of the drug or product
for administration to afood-producing animal.

(f) The application is submitted within the sixty-day period
beginning on the date the product first received permission for
commercial marketing or use under the provisions of law under which
the applicable regulatory review period occurred; or in the case of a
patent claiming amethod of manufacturing the product which primarily
uses recombinant DNA technology in the manufacture of the product,
the application for extension is submitted within the sixty-day period
beginning on the date of the first permitted commercial marketing or
use of a product manufactured under the process claimed in the patent;
or in the case of a patent that claims a new animal drug or a veterinary
biological product that is not covered by the claimsin any other patent
that has been extended, and said drug or product has received permission
for the commercial marketing or use in non-food-producing animals,
the application for extension is submitted within the sixty-day period
beginning on the date of the first permitted commercial marketing or
use of thedrug or product for administration to afood-producing animd;

(9) Theterm of the patent, including any interim extension issued
pursuant to § 1.790, has not expired before the submission of an
application in compliance with § 1.741; and

(h) No other patent term has been extended for the same regulatory
review period for the product.

35 U.S.C. 156(a) sets forth what patents can be
extended and the conditions under which they may
be extended. 37 CFR 1.710 also addresses the
patents that may be extended, and 37 CFR 1.720
describes the conditions under which a patent may
be extended. As set forth in 35 U.S.C. 156 and 37
CFER 1.710, a patent which claims a human drug
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product, medical device, food or color additive first
approved for marketing or use after September 24,
1984, or an anima drug or veterinary biological
product (which was not primarily manufactured
through biotechnol ogy) first approved for marketing
or use after November 16, 1988, may qualify for
patent term extension. Furthermore, 35 U.S.C.

MANUAL OF PATENT EXAMINING PROCEDURE

expiration date of a patent term extension. Although
35 U.S.C. 154(b)(2) (June 8, 1995) precludes a
patent from being extended under 35 U.S.C. 154(b)
if the patent has been terminally disclaimed due to
an obviousness-type doubl e patenting rejection (see
MPEP § 2720), there is no such exclusion in 35
U.S.C. 156. Additionally, 35 U.S.C. 154(b)(2)(B))

156(a)(1)-(5) requirethat the applicant establish that:

(1) the patent has not expired before an
application under 35 U.S.C. 156(d) was filed (this
may be an application for patent term extension
under subsection (d)(1) or an application for interim
extension under subsection (d)(5));

(2) the patent has never been extended under
35 U.S.C. 156(e)(1);

(3) the application for extension is submitted
by the owner of record of the patent or its agent to
the Office within 60 days of regulatory agency
approval of the commercial marketing application
and the application includes details relating to the
patent, the approved product, and the regulatory
review time spent in securing regulatory agency
approval;

(4) the product has been subject to aregulatory
review period within the meaning of 35 U.S.C.
156(g) before its commercial marketing or use;

(5) the approva is the first permitted
commercial marketing or use of the product (35
U.S.C. 156(a)(5)(A)), except in the case of human
drug products manufactured using recombinant DNA
technology where the provisions of 35 U.S.C.
156(a)(5)(B) apply, or in the case of a new animal
drug or a veterinary biological product where the
provisions of 35 U.S.C. 156(a)(5)(C) apply.

35 U.S.C. 156(c)(4) aso requiresthat no other patent
term has been extended for the same regulatory
review period for the product. See M PEP § 2761.

I. TERMINALLY DISCLAIMED PATENTS
ARE ELIGIBLE

A patent may be extended under 35 U.S.C. 156, even
though it has been terminally disclaimed. A patent
term extension under 35 U.S.C. 156 is a limited
extension of the patent rights associated with the
approved product that is attached onto the original
term of the patent. See 35 U.S.C. 156(b). Only one
patent may be extended for a regulatory review
period for any product, and 35 U.S.C. 156 sets the
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(May 29, 2000) provides that a patent cannot be
adjusted beyond the date set by the disclaimer (see
MPEP § 2730), but thereis no similar provisionin
35 U.S.C. 156. Thus patents may receive a patent
term extension under 35 U.S.C. 156 beyond an
expiration date set by a terminal disclaimer. See
Merck & Co., Inc. v. Hi-Tech Pharmacal, Co., Inc.,
482 F3d 1317, 82 USPQ2d 1203 (Fed. Cir. 2007).

Il. MEANING OF “PRODUCT” ASDEFINED
IN 35 U.S.C. 156(f)

As required by 35 U.S.C. 156(a), patents eligible
for extension of patent term are those which:

(A) clam a*“product” as defined in 35 U.S.C.
156(f)(1), either alone or in combination with other
ingredients, wherein the product reads on a
composition (product) that received permission for
commercial marketing or use, or amethod of using
such a product, or a method of manufacturing such
aproduct, and

(B) meet all other conditions and requirements
of the statute.

Theterm“claimsaproduct” isnot synonymouswith
“infringed by a product.” A patent which claims a
metabolite of an approved drug does not claim the
approved drug. Hoechst-Roussel Pharmaceuticals
Inc. v. Lehman, 109 F.3d 756, 759, 42 USPQ2d
1220, 1223 (Fed. Cir. 1997).

The term “product” means:

(A) Theactiveingredient of anew human drug,
antibiotic drug, or human biological product (as
those terms are used in the Federal Food, Drug, and
Cosmetic Act and the Public Health Service Act)
including any salt or ester of the active ingredient,
as a single entity or in combination with another
active ingredient; or

(B) Theactiveingredient of anew animal drug
or veterinary biological product (as those terms are
used in the Federa Food, Drug, and Cosmetic Act
and theVirus-Serum-Toxin Act) that isnot primarily

2700-36



PATENT TERMS AND EXTENSIONS

manufactured using recombinant DNA, recombinant
RNA, hybridoma technology, or other processes
including site specific genetic manipulation
techniques, including any salt or ester of the active
ingredient, as a single entity or in combination with
another active ingredient; or

(C) Any medical device, food additive, or color
additive subject to regulation under the Federal Food,
Drug, and Cosmetic Act.

See 21 CFR 60.3(b) for definitions of terms such as
active ingredient, color additive, food additive,
human drug product, and medical device.

Essentially, a“product” isa*“drug product,” medical
device, food additive, or color additive requiring
Food and Drug Administration or Department of
Agriculture (Plant and Animal Inspection Service)
approval of an order or regulation prior to
commercial marketing or use. “ Drug product” isthe
active ingredient of a human drug, animal drug
(excluding those primarily manufactured using
recombinant DNA, recombinant RNA, hybridoma
technology, or other processesincluding site specific
genetic manipulation techniques), or biological
product (as defined by the Federal Food, Drug and
Cosmetics Act and the Public Health Service Act)
including any salt or ester of the active ingredient,
as a single entity or in combination with another
active ingredient. Animal biological products are
approved by the Plant and Animal Inspection Service
of the Department of Agriculture.

A “drug product” meansthe active ingredient found
in the final dosage form prior to administration of
the product to the patient, not the resultant form the
drug may take after administration. See
Hoechst-Roussel, 109 F.3d at 759 n.3 (* For purposes
of patent term extension, this active ingredient must
be present in the drug product when administered.”).
In addition, a patent to a drug product having one
form of an active ingredient may qualify for an
extension even though another form of the
underlying chemica moiety was previoudly approved
and commercially marketed or used. For example,
adrug product having the ester form of a particular
chemical moiety isadifferent drug product fromthe
same chemical moiety in a salt form, even though
both the salt and the ester are used to treat the same
disease condition. See PhotoCure v. Kappos, 603
F.3d 1372, 95 USPQ2d 1250 (Fed. Cir. 2010); see
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also Glaxo Operations UK Ltd. v. Quigg, 894 F.2d
392, 13 USPQ2d 1628 (Fed. Cir. 1990) (holding that
a patent which claimed an ester of the acid
cefuroxime was eligible for extension regardless of
previous approval s of two salts of cefuroxime). Thus,
eligibility for patent term extension for a patent
which claims aproduct subject to regulatory review
assetforthin 35 U.S.C. 156(b) turnson the question
of whether the product, i.e., the active ingredient of
the drug product, present in the final dosage form
was previously approved by FDA. If neither it, nor
any salt or ester of that active ingredient has been
previously approved by FDA, then the patent should
be eligible for patent term extension.

Furthermore, a “drug product” is the active
ingredient of a particular new drug, rather than the
entire composition of the drug product approved by
the Food and Drug Administration. See Fisons plc
v. Quigg, 1988 U.S. Dist. LEXIS 10935; 8 USPQ2d
1491, 1495 (D.D.C. 1988); aff’d., 876 F2d 99, 110;
10 USPQ2d 1869, 1870 (Fed. Cir. 1989).

A patent is considered to claim the product at least
in those situations where the patent claimsthe active
ingredient per se, or claims a composition or
formulation which contains the active ingredient(s)
and reads on the composition or formulation
approved for commercial marketing or use.

[11. NO PREVIOUSEXTENSIONS (WITH
LIMITED EXCEPTIONYS)

37 CFR 1.720(b) explainsthat patent term extension
pursuant to 35 U.S.C. 156 is available only if the
term of the patent has never been previously
extended, except for extensions issued pursuant to
37CFR 1.701, 1.760, or 1.790. An extension issued
pursuant to 37 CFR 1.701 is an extension of the
patent due to administrative delay within the Office.
Note that the term of a patent is “adjusted,” not
extended, pursuant to 37 CFR 1.702-1.705. An
extension issued pursuant to 37 CFR 1.760 is an
interim extension under 35 U.S.C. 156(€)(2). An
extension issued pursuant to 37 CFR 1.790 is an
interim extension under 35 U.S.C. 156(d)(5).
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IV. REGULATORY REVIEW PERIOD

37 CER 1.720(d) restates the statutory requirement
set forth in 35 U.S.C. 156(a)(4). The regulatory
review period must have been a regulatory review
period defined by the statute. A regulatory review
period under section 510(k) of the Federal Food,
Drug and Cosmetic Act is not a regulatory review
period which givesriseto eligibility for patent term
extension under 35 U.S.C. 156. In re Nitinol
Medical Technologies Inc., 17 USPQ2d 1492,
1492-1493 (Comm’'r Pat. & Tm. 1990). See also
Baxter Diagnostics v. AVL ientific Corp., 798 F.
Supp. 612, 619-620; 25 USPQ2d 1428,1434 (CD
Cal. 1992)(Congressintended only Class |11 medical
devicesto be eligible for patent term extension).

If the product is alleged to be amedical device, then
regulatory review must have occurred under section
515, and not section 505, of the Federal Food, Drug
and Cosmetic Act. Drug products are not reviewed
under section 515.

If more than one application for patent term
extension is filed based upon a single regulatory
review period, election will be required of asingle
patent. See M PEP § 2761.

V. FIRST PERMITTED MARKETING OR USE

37 CFR 1.720(e) follows 35 U.S.C. 156(a)(5), and
sets forth that the approval under the relevant
provision of law must have been the first permitted
marketing or use of the product under the provision
of law, unless the product is for use in food
producing animals as explained below. See Inre
Patent Term Extension Application, U.S. Patent No.
3,849,549, 226 USPQ 283, 284 (Pat. & Tm. Office
1985). If the product is a human drug product, then
the approval of the activeingredient must bethefirst
permitted commercial marketing or use of the active
ingredient as a single entity or in combination with
another active ingredient under the provision of law
under which regulatory review occurred.

Where aproduct contains multiple activeingredients,
if any one active ingredient has not been previously
approved, it can form the basis of an extension of
patent term provided the patent claims that
ingredient. See In re Alcon Laboratories Inc., 13
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USPQ2d 1115, 1121 (Comm'r Pat. & Tm. 1989) for
examplesof products having different combinations
of active ingredients. A different ratio of hormones
is not a different active ingredient for purposes of
35 U.S.C. 156. Furthermore, an approved product
having two activeingredientswill not be considered
to have a single active ingredient made of the two
activeingredients. See Arnold Partnership v. Dudas,
362 F.3d 1338, 70 USPQ2d 1311 (Fed. Cir. 2004).
In considering whether a patent claiming an
enantiomer, where the enantiomer was subject to
pre-market regulatory review, is barred from
receiving patent term extension in light of the
previous approval of the racemate of the drug
product, the court indicated that an enantiomer was
a separate drug product from the racemate and each
could support a patent term extension. See

Ortho-McNeil Pharmaceutical Inc. v. Lupin
Pharmaceuticals Inc., 603 F3d 1377, 95 USPQ2d
1246 (Fed. Cir. 2010).

Asto 35 U.S.C. 156(a)(5)(C), which is addressed
in 37 CFR 1.720(e)(3), the term of apatent directed
toanew animal drug or veterinary biological product
may be extended based on a second or subsequent
approval of the active ingredient provided al the
following conditions exist:

(A) the patent claims the drug or product;

(B) the drug or product is not covered by the
claimsin any other patent that has been extended,;

(C) the patent term was not extended on the
basis of the regulatory review period for use in
non-food producing animals; and

(D) the second or subsequent approval wasthe
first permitted commercial marketing or use of the
drug or product for administration to a
food-producing animal. In this case, the application
must be filed within sixty days of the first approval
for administration to afood-producing animal.

For animal drugs or products, prior approval for use
in a non-food producing animal will not make a
patent ineligible for patent term extension based
upon alater approval of the drug or product for use
in food producing animals, if the later approval is
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the first approval of the drug or product for use in
food producing animals.

2752 Patent Term Extension Applicant
[R-11.2013]

35 U.SC. 156 Extension of patent term

*kkkk

(d) (1) To obtain an extension of the term of a patent under this
section, the owner of record of the patent or its agent shall submit an
application to the Director. Except as provided in paragraph (5), such
an application may only be submitted within the sixty-day period
beginning on the date the product received permission under the
provision of law under which the applicable regulatory review period
occurred for commercial marketing or use. The application shall
contain—

(A) theidentity of the approved product and the Federal
statute under which regulatory review occurred;

(B) theidentity of the patent for which an extension is
being sought and the identity of each claim of such patent;

(C) information to enable the Director to determine
under subsections (a) and (b) the eligibility of a patent for extension
and the rights that will be derived from the extension and information
to enable the Director and the Secretary of Health and Human Services
or the Secretary of Agriculture to determine the period of the extension
under subsection (g);

(D) abrief description of the activities undertaken by
the applicant during the applicable regulatory review period with respect
to the approved product and the significant dates applicable to such
activities; and

(E) such patent or other information as the Director
may require.

*kkk*k

For purposes of determining the date on which a
product receives permission under the second
sentence of 35 U.S.C. 156(d)(1), if such permission
is transmitted after 4:30 PM., Eastern Time, on a
business day, or is transmitted on aday that is not a
business day, the product shall be deemed to receive
such permission on the next business day. For
purposes of the preceding sentence, the term
“business day” means any Monday, Tuesday,
Wednesday, Thursday, or Friday, excluding any
legal holiday under 5 U.S.C. 6103.

37 CFR1.730 Applicant for extension of patent term; signature
requirements.

(& Any application for extension of a patent term must be
submitted by the owner of record of the patent or its agent and must
comply with the requirements of § 1.740.

(b) If the application is submitted by the patent owner, the
application must be signed either by:

(1) The patent owner in compliance with 8§ 3.73(b) of this
chapter; or
(2) A registered practitioner on behalf of the patent owner.
(c) If the application is submitted on behalf of the patent owner
by an agent of the patent owner ( e.g., alicensee of the patent owner),
the application must be signed by a registered practitioner on behalf of
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the agent. The Office may require proof that the agent is authorized to
act on behalf of the patent owner.

(d) If the application is signed by a registered practitioner, the
Office may require proof that the practitioner is authorized to act on
behalf of the patent owner or agent of the patent owner.

35U.S.C. 156(d)(1) requiresthat the application for
extension of the patent term must be submitted by
the owner of record of the patent or its agent. If the
application is filed by an assignee, the application
papers should refer to the reel and frame number of
the recorded assignment. A power of attorney from
the patent owner to any patent attorney or agent
submitting the patent term extension application
papers should befiled, if the attorney or agent is not
aready of recordin the patent (see 37 CER 1.34(b)).

If the applicant for patent term extension was not
the marketing applicant before the regulatory agency,
then there must be an agency relationship between
the patent owner and the marketing applicant during
the regulatory review period. To show that such an
applicant is authorized to rely upon the activities of
the marketing applicant before the Food and Drug
Administration or the Department of Agriculture, it
is advisable for the applicant for patent term
extension to obtain a letter from the marketing
applicant specifically authorizing such reliance.

2753 Application Contents[R-11.2013]

37 CFR 1.740 Formal requirements for application for
extension of patent term; correction of informalities.
(& An application for extension of patent term must be made in
writing to the Director. A formal application for the extension of patent
term must include:

(1) A completeidentification of the approved product as by
appropriate chemical and generic name, physical structure or
characteristics;

(2) A completeidentification of the Federal statuteincluding
the applicable provision of law under which the regulatory review
occurred;

(3) An identification of the date on which the product
received permission for commercial marketing or use under the provision
of law under which the applicable regulatory review period occurred;

(4) In the case of adrug product, an identification of each
active ingredient in the product and as to each active ingredient, a
statement that it has not been previously approved for commercial
marketing or use under the Federal Food, Drug, and Cosmetic Act, the
Public Health ServiceAct, or theVirus-Serum-Toxin Act, or astatement
of when the active ingredient was approved for commercial marketing
or use (either alone or in combination with other active ingredients),
the usefor which it was approved, and the provision of law under which
it was approved.

(5) A statement that the application isbeing submitted within
the sixty day period permitted for submission pursuant to § 1.720(f) and
an identification of the date of the last day on which the application
could be submitted;
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(6) A complete identification of the patent for which an
extension isbeing sought by the name of theinventor, the patent number,
the date of issue, and the date of expiration;

(7) A copy of the patent for which an extension is being
sought, including the entire specification (including claims) and
drawings,

(8) A copy of any disclaimer, certificate of correction, receipt
of maintenance fee payment, or reexamination certificate issued in the
patent;

(9) A statement that the patent claims the approved product,
or a method of using or manufacturing the approved product, and a
showing which lists each applicable patent claim and demonstrates the
manner in which at |east one such patent claim reads on:

(i) The approved product, if the listed claims include
any claim to the approved product;

(ii) The method of using the approved product, if the
listed claims include any claim to the method of using the approved
product; and

(iii) The method of manufacturing the approved product,
if the listed claims include any claim to the method of manufacturing
the approved product;

(10) A statement beginning on a new page of the relevant
dates and information pursuant to 35 U.S.C. 156(q) in order to enable
the Secretary of Health and Human Services or the Secretary of
Agriculture, asappropriate, to determine the applicable regulatory review
period as follows:

(i) For a patent claiming a human drug, antibiotic, or
human biological product:

(A) The effective date of the investigational new
drug (IND) application and the IND number;

(B) The date on which a new drug application
(NDA) or aProduct License Application (PLA) wasinitially submitted
and the NDA or PLA number; and

(C) The date on which the NDA was approved or
the Product License issued;

(ii) For apatent claiming anew animal drug:

(A) The date a major health or environmental
effects test on the drug was initiated, and any available substantiation
of that date, or the date of an exemption under subsection (j) of Section
512 of the Federal Food, Drug, and Cosmetic Act became effective for
such animal drug;

(B) The date on which a new anima drug
application (NADA) was initially submitted and the NADA number;
and

(C) The date on which the NADA was approved;

(iii) For a patent claiming a veterinary biological
product:

(A) The date the authority to prepare an
experimental biological product under the Virus-Serum-Toxin Act
became effective;

(B) The date an application for a license was
submitted under the Virus-Serum-Toxin Act; and

(C) The date the license issued;

(iv) For apatent claiming afood or color additive:

(A) The date a major health or environmental
effectstest on the additive wasinitiated and any available substantiation
of that date;

(B) The date on which a petition for product
approval under the Federal Food, Drug and Cosmetic Act was initially
submitted and the petition number; and

(C) The date on which the FDA published a

Federal Register notice listing the additive for use;
(v) For apatent claiming amedical device:
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(A) Theeffective date of theinvestigational device
exemption (IDE) and the IDE number, if applicable, or thedate on which
the applicant began the first clinical investigation involving the device,
if no IDE was submitted, and any available substantiation of that date;

(B) The date on which the application for product
approval or notice of completion of a product development protocol
under Section 515 of the Federal Food, Drug and Cosmetic Act was
initially submitted and the number of the application; and

(C) The date on which the application was
approved or the protocol declared to be completed;

(11) A brief description beginning on a new page of the
significant activities undertaken by the marketing applicant during the
applicableregulatory review period with respect to the approved product
and the significant dates applicable to such activities;

(12) A statement beginning on anew pagethat in the opinion
of the applicant the patent is eligible for the extension and a statement
as to the length of extension claimed, including how the length of
extension was determined;

(13) A statement that applicant acknowledges a duty to
discloseto the Director of the United States Patent and Trademark Office
and the Secretary of Health and Human Services or the Secretary of
Agriculture any information which is material to the determination of
entitlement to the extension sought (see § 1.765);

(14) The prescribed fee for receiving and acting upon the
application for extension (see § 1.20(j)); and

(15) Thename, address, and tel ephone number of the person
to whom inquiries and correspondence relating to the application for
patent term extension are to be directed.

(b) The application under this section must be accompanied by
two additional copies of such application (for atotal of three copies).

(c) If an application for extension of patent term isinformal under
this section, the Office will so notify the applicant. The applicant has
two months from the mail date of the notice, or such time asis set in
the notice, within which to correct the informality. Unless the notice
indicates otherwise, this time period may be extended under the
provisions of § 1.136.

37 CFR 1.740 sets forth the requirements for a
formal application for extension of patent term. See
MPEP § 2752 for a discussion of who may apply
for a patent term extension. See 37 CFR 1.741 and
MPEP 8 2754 for a description of the information
that must be submitted in the patent term extension
application in order to be accorded afiling date.

37 CEFR 1.740(a)(1) requires a complete
identification of the approved product as by
appropriate chemical and generic name, physical
structure or characteristics so as to enable the
Director to make a determination of whether the
patent claims the approved product, or a method of
using or manufacturing the approved product.

37 CEFR 1.740(a)(2) requires a complete
identification of the federal statute including the
applicable provision of law under which the
regulatory review occurred. When the regulatory
review of the product took place under more than
one Federal statute, each appropriate statute should
be listed. This could apply to a situation where a
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human biological product is tested under an
investigational new drug (IND) application pursuant
to the Federal Food, Drug, and Cosmetic Act, but is
approved under the Public Health Service Act; or to
a situation where approva is sought for use of a
particular medical device with a specific drug
product which may require approval under more
than a single provision of law. The product that
forms the basis of an application for patent term
extension must be either amedical device or adrug
product; any extension will be granted based upon
the review of the product as either amedical device
or adrug productit cannot be acombination of those
separate products. Seethefile history of U.S. Patent
No. 4,428,744 for an example of the application of
this principle.

The date that a product receives permission for
commercial marketing or use (which must be
identified pursuant to 37 CFR 1.740(a)(3)) is
generally the mailing date of the letter from the
regulatory agency indicating regulatory approval.
For a food additive, the approval date is generally
the effective date stated in the regulation and the
date the regulation is published.

37 CER 1.740(a)(4) providesthat for drug products,
each active ingredient must be identified and there
must be an indication of the use for which the
product was approved. For each active ingredient,
a statement must be made that either the active
ingredient was not previously approved for
commercial marketing or use under the Federa
Food, Drug and Cosmetic Act, or that the active
ingredient was approved for commercial marketing
or use (either alone or in combination with other
active ingredients) and the provision of law under
which it was approved. Theinformation isespecially
necessary for a determination of eligibility where,
for example, the application is based on a second or
subsequent approval of an active ingredient, but the
first approval for administration to afood-producing
animal.

In accordance with 37 CFR 1.740(a)(5), the
application must be submitted within the sixty day
period permitted for submission pursuant to 37 CFR
1.720(f). If the sixty day period ends on a Saturday,
Sunday or Federal holiday, then the last day on
which the application could be submitted will be
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considered to be the next business day following the
Saturday, Sunday or Federal holiday. See 37 CFR
1.7. The starting date of the sixty-day period as
recited in 35 U.S.C. 156(d)(1) has been clarified by
the America Invents Act where the Act provides
that, “[flor purposes of determining the date on
which a product receives permission under the
second sentence of thisparagraph, if such permission
is transmitted after 4:30 PM., Eastern Time, on a
business day, or is transmitted on aday that is not a
business day, the product shall be deemed to receive
such permission on the next business day. For
purposes of the preceding sentence, the term
‘business day' means any Monday, Tuesday,
Wednesday, Thursday, or Friday, excluding any
legal holiday under section 6103 of title 5" See
Section 37 of the American Invents Act and 35
U.S.C. 156. However, applicants are cautioned to
avoid filing an application for patent term extension
on the last day for filing to avoid the application
being denied because the filing deadline was
inadvertently missed.

The expiration date of the patent for which an
extensionis sought asidentified pursuant to 37 CFR
1.740(a)(6) should be the expiration date according
to the law (35 U.S.C. 154) at the time of filing of
the application for patent term extension, and should
include any patent term adjustment under 35 U.S.C.
154(b).

Pursuant to 37 CFR 1.740(a)(9), the application for
patent term extension need only explain how one
product claim of the patent clams the approved
product, if thereisaclaimto the product. In addition,
the application need only explain how one method
of use claim of the patent claims the method of use
of the approved product, if there is a claim to the
method of use of the product. Lastly, the application
need only explain how one claim of the patent claims
the method of manufacturing the approved product,
if there is a claim to the method of manufacturing
the approved product. At most, ashowing explaining
three claims is required. However, each claim that
claims the approved product, the method of use of
the approved product, or the method of
manufacturing the approved product must be listed.
See 35 U.S.C. 156(d)(1)(B).
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The showing should clearly explain how each listed
claim reads on the approved product. For example,
where a generic chemical structure is used in the
claim to define the claimed invention, a listing of
variables and substituents which correspond to the
approved product is appropriate. Whereaclaim uses
the “means for” language permitted by 35 U.S.C.
112, paragraph 6, or 35 U.S.C. 112(f) for patents
granted on Al A applications, referenceto the column
and line number of the patent text and any drawing
reference numbers, as well as a description of any
relevant equivalents, is also appropriate.

Pursuant to 37 CFR 1.740(a)(10), the patent term
extension applicant must provide a statement to
enabl e the Secretary of Health and Human Services
or the Secretary of Agriculture, as appropriate, to
determine the applicable regulatory period. In cases
where there is no regulatory event to reflect the
commencement of the testing or approval phase of
the regulatory review period, applicants should
include in the application the dates that they claim
initiate either the approval or the testing phases and
an explanation of their reasonable bases for why
they conclude that these dates are the relevant dates.
For instance, when the clinical trials are conducted
outside of the United States, the testing phase for a
medical device begins on the date the clinical
investigation involving the device began. An
applicant should include an explanation as to why
the date claimed is the date on which such clinical
investigations had commenced. If the applicant has
any means of substantiating that date, that
information should be included in the application.

37 CFR 1.740(a)(11) requires abrief description of
the activities of the marketing applicant before the
regulatory agency. This description should include
an identification of significant communications of
substance with the regulatory agency and the dates
related to such communications. For example, these
activitieswould include the dates of the submissions
of new data to the FDA, communications between
FDA and the applicant with respect to the
appropriate protocols for testing the product, and
communications between FDA and the applicant
that are attemptsto define the particular requirements
for premarketing approval for this particular product.
The applicant is not required to establish the
existence of due diligence during the regulatory
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review period in order to have a complete
application.

As stated above, the marketing applicant must have
been an agent of the patent owner, if not the same
entity as the patent owner. Accordingly, the Office
will not assist the patent owner in obtaining
information required in an application for patent
term extension from the marketing applicant. It is
sufficient that the description of the activities briefly
identify those significant activities undertaken by
the marketing applicant directed toward regulatory
approval, and a submission of insignificant details
or identification of non-substantive communications
is not required.

37 CFR 1.740(a)(12) requires that the extension
applicant state the length of extension claimed and
show how the length of extension was calculated,
including whether the 14-year limit of 35 U.S.C.
156(c)(3) or the five-year limit of 35 U.S.C.

156(0)(6)(A) applies.

37 _CFR 1.740(a)(15) requires the patent term
extension applicant to provide a correspondence
address. A fax number should also be provided.
Normally only communications regarding the
application for patent term extension will be sent to
the address specified in the patent term extension
application. If the addressis changed after filing the
application for patent term extension, the change of
address should be sent to Mail Stop Hatch-Waxman
PTE, since changing the address for the patent file
will not cause the address for the patent term
extension application to also be changed.

In order to change the address of all correspondence,
including maintenance fee reminders, a change of
address should also be filed. A change of address
must be signed by the patent applicant, the assignee
of the entire interest, or an attorney or agent of
record. 37 CFER 1.33(a). Accordingly, if the patent
term extension application issigned by the marketing
applicant, as an agent of the patent owner, a power
of attorney from the patent owner to any attorney
for the marketing applicant would be necessary for
the attorney for the marketing applicant to be able
to sign a change of address for the patent file.
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Pursuant to 37 CER 1.740(b), two additional copies
of the application for patent term extension must be
filed with the application. The origina copy, along
with the patent file (if not already scanned into the
Image File Wrapper system), is scanned into the
Image File Wrapper system so that al patent
prosecution and patent term extension documents
are available in PUBLIC PAIR. One copy of the
application is forwarded to the regulatory agency
and the second copy is used by the Legal Advisor
in the Office of Patent Legal Administration.

2754 Filing Date [R-11.2013]

37 CFR 1.741 Complete application given afiling date;
petition procedure.

(a) Thefiling date of an application for extension of apatent term
isthe date on which a complete application is received in the Office or
filed pursuant to the procedures set forthin § 1.8 or § 1.10. A complete
application must include:

(1) Anidentification of the approved product;

(2) Anidentification of each Federa statute under which
regulatory review occurred;

(3) Anidentification of the patent for which an extensionis
being sought;

(4) Anidentification of each claim of the patent which claims
the approved product or a method of using or manufacturing the
approved product;

(5) Sufficient information to enablethe Director to determine
under subsections (a) and (b) of 35 U.S.C. 156 the eligibility of apatent
for extension, and the rights that will be derived from the extension,
and information to enable the Director and the Secretary of Health and
Human Services or the Secretary of Agricultureto determinethe length
of the regulatory review period; and

(6) A brief description of the activities undertaken by the
marketing applicant during the applicable regulatory review period with
respect to the approved product and the significant dates applicable to
such activities.

(b) If an application for extension of patent term is incomplete
under this section, the Office will so notify the applicant. If applicant
requests review of a notice that an application isincomplete, or review
of the filing date accorded an application under this section, applicant
must file a petition pursuant to this paragraph accompanied by the fee
set forth in § 1.17(h) within two months of the mail date of the notice
that the application isincomplete, or the notice according thefiling date
complained of. Unless the notice indicates otherwise, this time period
may be extended under the provisions of § 1.136.

I. FILING DATE ACCORDED

An application for patent term extension under
35 U.S.C. 156 may be filed by mail addressed to
Mail Stop Hatch-Waxman PTE., Commissioner for
Patents, PO. Box 1450, Alexandria, Virginia
22313-1450 or may be hand carried to the Office of
Patent Legal Administration. Applicants are
encouraged to use the post card receipt practice
described in M PEP § 502.
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Asset forthin 37 CER 1.741(a), thefiling date of an
application for patent term extension is the date on
which a complete application is received in the
USPTO or filed pursuant to the certificate of mailing
provisions of 37 CFR 1.8 (see MPEP § 512 for
suggested formatsfor acertificate of mailing) or the
ExpressMail provisionsof 37 CFER 1.10. Patent term
extension applications must not be filed by
facsimileor the Office’s electronic filing system
(EFS-Web). However correspondence setting forth
a change of address and other papers relating to a
patent term extension may be sent by facsimile to
the Office of Patent Legal Administration or via
EFS-Web.

[I. COMPLETE APPLICATION

The term “complete application” is defined in
37 CER 1.741(a) and is an application meeting the
requirements set forth in 35 U.S.C. 156(d)(1). For
the establishment of a filing date, the distinction
between the requirements of 37 CFR 1.740 and the
requirementsof 37 CFR 1.741 areimportant. While
the requirements of 37 CFR 1.740 may be satisfied
outside the 60-day filing period, the requirements
of 37 CFR 1.741 are mandated by 35 U.S.C. 156
and must be sati sfied within the 60-day filing period
for the establishment of the filing date. The Office
will consider each of these statutory requirements
to be satisfied in an application which provides
sufficient information, directed to each requirement,
to act on the application, even though further
information may be desired by the USPTO or the
regulatory agency before a final determination of
eligibility and length of patent term extension is
made.

[11. INFORMAL APPLICATION

37 CFR 1.740 Formal requirements for application for
extension of patent term; correction of informalities.

*kkokk

(c) If anapplication for extension of patent termisinformal under
this section, the Office will so notify the applicant. The applicant has
two months from the mail date of the notice, or such time asis set in
the notice, within which to correct the informality. Unless the notice
indicates otherwise, this time period may be extended under the
provisions of § 1.136.

*kkk*k

If the application does not meet all the formal
requirements of 37 CFR 1.740(a) (see MPEP_§
2753), the applicant will be notified of the
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informalities and may seek to have that holding
reviewed under 37 CFR 1.740(c) or to correct the
informality. The time periods set forth therein are
subject to the provisions of 37 CFR 1.136, unless
otherwise stated in the notice.

Note that if the application satisfies the
requirements of 37 CFR 1.741, the application
filing date will have been established even if the
application isheld to be informal under 37 CFR
1.740.

2754.01 Deadlinefor Filing an Application
Under 35 U.S.C. 156(d)(1) [R-11.2013]

An application for patent term extension under
35 U.S.C. 156(d)(1) may only be filed within the
sixty-day period beginning on the date the product
received permission under the provision of law under
which the applicable regulatory review period
occurred for commercial marketing or use. The
statutory time period is not extendable and cannot
bewaived or excused. See U.S. Patent No. 4,486,425
(application for patent term extension filed after the
end of the 60-day period and was therefore denied).
For purposes of determining the date the product
received permission under the provision of law under
which the applicable regulatory review period
occurred for commercial marketing or use, if such
permission is transmitted after 4:30 PM., Eastern
Time, on a business day, or is transmitted on a day
that is not a business day, the product shall be
deemed to have received such permission on the
next business day. The term “business day” in this
context means any Monday, Tuesday, Wednesday,
Thursday, or Friday, excluding any lega holiday
under 5 U.S.C. 6103.

The statute takes into account only the regulatory
review caried out by the Food and Drug
Administration or the Department of Agriculture
and no other government obstacles to marketing or
use. See Unimed, Inc. v. Quigg, 888 F2d 826, 828;
12 USPQ2d 1644, 1646 (Fed. Cir. 1989). For drug
products the approval date is the date of aletter by
the Food and Drug Administration indicating that
the application has been approved, evenif the letter
requires further action before the drug can be
marketed. Mead Johnson Pharmaceutical Group V.
Bowen, 838 F2d 1332, 1336; 6 USPQ2d 1565, 1568
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(D.C. Cir. 1988). For food or color additives, the
relevant date is the effective date of the regulation
or order, which isset forth in the regulation or order,
and generally isthe date that the regulation or order
is published, eg., in the Federa Register. See
21 U.S.C. 348(e). This date will generally be later
than the date the approval is communicated to the
marketing applicant.

2754.02 Filing Window for an Application
Under 35 U.S.C. 156(d)(5) [R-8.2012]

A first application for interim extension under
35 U.S.C. 156(d)(5) (to extend the patent term before
product approval) must be filed within the period
beginning six months and ending fifteen daysbefore
the patent is due to expire. Each subsequent
application for interim extension must befiled during
the period beginning sixty days before and ending
thirty days before the expiration of the preceding
interim extension. 35 U.S.C. 156(d)(5)(C). An
interim extension granted under 35 U.S.C. 156(d)(5)
terminates sixty days after permission for
commercia marketing or use of the product is
granted, except, if within the sixty-day period any
additional information needed for an application for
patent term extension under 35 U.S.C. 156(d)(1) is
submitted, the patent may be further extended. 35
U.S.C. 156(d)(5)(E). The additional information
required to be submitted includes the fee for an
application for patent term extension under 35
U.S.C. 156(d)(1), identification of the date the
product received permission for commercia
marketing or use, a statement that the applicationis
being submitted within sixty days of such date, and
identification of the last date that the application
could be submitted. See 37 CFR 1.740(a)(3) and
(5). However, if the product is not approved within
the period of interim extension, a new request for
interim extension must be filed and another interim
extension granted to keep the patent in force. An
applicantisgenerally limited to four one-year interim
extensions.
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See MPEP _§ 2755.02 for additional information
pertaining to the interim extension of patent term
under 35 U.S.C. 156(d)(5).

2754.03 Filing of a Request for an Extension
Under 35 U.S.C. 156(€)(2) [R-8.2012]

A request for an interim extension under 35 U.S.C.
156(e)(2) (to extend the patent term during the
processing of the patent term extension application)
should be made at least three months before the
patent is due to expire. See MPEP _§ 2755.01 for
information pertaining to the interim extension of
patent term under 35 U.S.C. 156(€)(2).

2755 Eligibility Determination [R-8.2012]

37 CFR 1.750 Determination of eligibility for extension of
patent term

A determination as to whether a patent is eligible for extension may be
made by the Director solely on the basis of the representations contained
in the application for extension filed in compliance with § 1.740 or §
1.790. This determination may be delegated to appropriate Patent and
Trademark Office officials and may be made at any time before the
certificate of extension is issued. The Director or other appropriate
officials may require from applicant further information or make such
independent inquiries as desired before a final determination is made
on whether a patent is eligible for extension. In an application for
extension filed in compliance with § 1.740, a notice will be mailed to
applicant containing the determination as to the eligibility of the patent
for extension and the period of time of the extension, if any. Thisnotice
shall constitute thefinal determination asto the eligibility and any period
of extension of the patent. A single request for reconsideration of afinal
determination may be made if filed by the applicant within such time
as may be set in the notice of final determination or, if no timeis set,
within one month from the date of the final determination. The time
periods set forth herein are subject to the provisions of § 1.136.

The determination asto whether a patent is eligible
for an extension will normally be made solely from
the representations contained in the application for
patent term extension. However, further information
may be required or inquiry made of applicant before
afina determination is made on whether apatent is
digiblefor extension. In circumstanceswherefurther
information is required by the Office, the applicant
will be given atime period within which to respond.
The failure to provide a response within the time
period provided may result in afinal determination
adverseto the granting of an extension of patent term
unlessthe response period is extended. An extension
of time to respond may be requested under the
provisions of 37 CFR 1.136. Under appropriate
circumstances, e.g., if timeis of the essence for a
particular reason, a request for information may
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contain a statement that the provisions of 37 CFR
1.136(a) are not available. Theintentional failure to
provide the information requested may result in an
adverse final determination.

A final determination may be made at any time after
an application is filed. A single request for
reconsideration of afinal determination may befiled
within one month or within such other time period
setinthefinal determination. A noticewill be mailed
to applicant containing the determination as to
eligibility of the patent for extension and the period
of time of the extension of the term, if any. This
notice shall constitute the final determination as to
digibility and any period of extension of the patent
term. If no request for reconsiderationisfiled within
the time period set in the notice of fina
determination, the certificate of patent term extension
will be issued in due course. See M PEP § 2758.

2755.01 Interim Extension of Patent Term
During the Processing of the Application
[R-11.2013]

35U.SC. 156 Extension of patent term.

*kkk*k

(e) (2) If theterm of a patent for which an application has been
submitted under subsection (d)(1) would expire before a certificate of
extension is issued or denied under paragraph (1) respecting the
application, the Director shall extend, until such determination is made,
the term of the patent for periods of up to oneyear if he determines that
the patent is eligible for extension.

*kkkk

37 CFR1.760 Interimextension of patent termunder 35 U.SC.
156(€)(2).

An applicant who has filed a forma application for extension in
compliance with § 1.740 may request one or more interim extensions
for periods of up to one year each pending afinal determination on the
application pursuant to § 1.750. Any such request should be filed at
|east three months prior to the expiration date of the patent. The Director
may issue interim extensions, without a request by the applicant, for
periods of up to one year each until afina determination is made. The
patent owner or agent will be notified when an interim extension is
granted and notice of the extension will be published in the Official
Gazette of the United States Patent and Trademark Office. The notice
will berecorded in the official file of the patent and will be considered
as part of the origina patent. In no event will the interim extensions
granted under this section be longer than the maximum period for
extension to which the applicant would be eligible.

If the original term of the patent for which extension
is sought will expire before afinal decision to issue
a certificate of extenson can be made, and a
determination is made that the patent is eligible for
extension, 35 U.S.C. 156 provides that the Director
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may issue an interim extension of the patent term
for up to one year pending a final decision on the
application for extension. Should additional time be
necessary, additional interim extensions of up to one
year may be granted by the Director. The length of
any interim extension is discretionary with the
Director solong asitisfor oneyear or less. Itslength
should be set to provide time for completion of any
outstanding requirements. See In re Reckitt &
Colman ProductsLtd., 230 USPQ 369, 372 (Comm'’r
Pat. & Tm. 1986). The Director may issue aninterim
extension under 35 U.S.C. 156(€)(2) with or without
arequest from the applicant.

Where adetermination is made that the patent is not
eligible for patent term extension, an interim
extension of the patent term is not warranted under
35 U.S.C. 156(€)(2). See Inre Alcon Laboratories
Inc., 13 USPQ2d 1115, 1123 (Comm'r. Pat.& Tm.
1989).

Where an interim extension has been granted and it
is subsequently determined that the patent is not
eligible for patent term extension, the interim
extension may be vacated ab initio as ineligible
under 35 U.S.C. 156(€)(2). See In re Reckitt, 230
USPQ at 370.

While 37 CFER 1.760 provides that a request for an
interim extension by the applicant “ should” befiled
three months prior to the expiration of the patent,
this time frame is not mandatory. Any request filed
within a shorter period of time will be considered,
upon a proper showing, where it is not possible to
make an earlier request. However, for an interim
extension to be granted, the application for extension,
in compliance with 37 CFR 1.741, must have been
filed prior to the expiration date of the patent. In no
event will an interim extension be granted for a
period of patent term extension longer than the
period of extension to which the patent would be
eligible.

A notice of each interim extension granted will be
issued to the applicant for patent term extension.
The notice will be recorded in the official file of the
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patent and will be considered as part of the original
patent.

2755.02 Interim Extension of Patent Term
Before Product Approval [R-11.2013]

35U.SC. 156 Extension of patent term.

*kkk*k

(d) (5 (A) If the owner of record of the patent or its agent
reasonably expectsthat the applicable regulatory review period described
in paragraphs (1)(B)(ii), (2)(B)(ii), (3)(B)(ii), (4)(B)(ii), or (5)(B)(ii) of
subsection (g) that began for a product that is the subject of such patent
may extend beyond the expiration of the patent term in effect, the owner
or its agent may submit an application to the Director for an interim
extension during the period beginning 6 months, and ending 15 days
before such term is due to expire. The application shall contain—

(i) theidentity of the product subject to regulating
review and the Federal statute under which such review is occurring;

(ii) the identity of the patent for which interim
extension is being sought and the identity of each claim of such patent
which claims the product under regulatory review or amethod of using
or manufacturing the product;

(iii) information to enablethe Director to determine
under subsection (a)(1), (2), and (3) the eligibility of a patent for
extension;

(iv) abrief description of the activities undertaken
by the applicant during the applicable regulatory review period to date
with respect to the product under review and the significant dates
applicable to such activities; and

(v) such patent or other information asthe Director
may reguire.

(5) (B) If the Director determinesthat, except for permission
to market or use the product commercially, the patent would be eligible
for an extension of the patent term under this section, the Director shall
publishinthe Federal Register anotice of such determination, including
the identity of the product under regulatory review, and shall issue to
the applicant a certificate of interim extension for a period of not more
than 1 year.

(C) The owner of record of a patent, or its agent, for
which an interim extension has been granted under subparagraph (B),
may apply for not more than 4 subsequent interim extensions under this
paragraph, except that, in the case of a patent subject to subsection
(9)(6)(C), the owner of record of the patent, or its agent, may apply for
only 1 subsequent interim extension under this paragraph. Each such
subsequent application shall be made during the period beginning 60
daysbefore, and ending 30 days before, the expiration of the preceding
interim extension.

(D) Each certificate of interim extension under this
paragraph shall be recorded in the officid file of the patent and shall be
considered part of the origina patent.

(E) Any interim extension granted under this paragraph
shall terminate at the end of the 60-day period beginning on the day on
which the product involved receives permission for commercia
marketing or use, except that, if within that 60-day period, the applicant
notifies the Director of such permission and submits any additional
information under paragraph (1) of this subsection not previously
contained in the application for interim extension, the patent shall be
further extended, in accordance with the provisions of this section—

(i) for not to exceed 5 years from the date of
expiration of the original patent term; or

(ii) if the patent is subject to subsection (g)(6)(C),
from the date on which the product involved receives approval for
commercial marketing or use.
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(F) Therightsderived from any patent the term of which
is extended under this paragraph shall, during the period of interim
extension—

(i) inthe case of a patent which claims a product,
be limited to any use then under regulatory review;

(ii) inthe case of a patent which claims a method
of using a product, be limited to any use claimed by the patent then
under regulatory review; and

(iii) inthe case of a patent which claims a method
of manufacturing a product, be limited to the method of manufacturing
as used to make the product then under regulatory review.

*kkkk

37 CFR1.790 Interimextension of patent termunder 35 U.SC.
156(d)(5).

(& An owner of record of a patent or its agent who reasonably
expects that the applicable regulatory review period described in
paragraph (1)(B)(ii), (2)(B)(ii). (3)(B)(ii). (A(B)(ii). or (5)(B)(ii) of
subsection (g) that began for aproduct that is the subject of such patent
may extend beyond the expiration of the patent termin effect may submit
one or more applications for interim extensions for periods of up to one
year each. The initia application for interim extension must be filed
during the period beginning 6 months and ending 15 days before the
patent term is due to expire. Each subsequent application for interim
extension must befiled during the period beginning 60 days before and
ending 30 days before the expiration of the preceding interim extension.
In no event will the interim extensions granted under this section be
longer than the maximum period of extension to which the applicant
would be entitled under 35 U.S.C. 156(c).

(b) A complete application for interim extension under this section
shall include all of the information required for a formal application
under § 1.740 and acomplete application under § 1.741. Sections(a)(1),
(@(2), (a)(4), and (a)(6) - (a)(17) of § 1.740 and § 1.741 shall be read
in the context of a product currently undergoing regulatory review.
Sections (8)(3) and (a)(5) of § 1.740 are not applicableto an application
for interim extension under this section.

(c) The content of each subsequent interim extension application
may be limited to a request for a subsequent interim extension along
with a statement that the regulatory review period has not been
completed along with any materials or information required under §8
1.740 and 1.741 that are not present in the preceding interim extension
application.

37 CFR 1.791 Termination of interim extension granted prior
to regulatory approval of a product for commercial marketing
or use.

Any interim extension granted under 35 U.S.C. 156(d)(5) terminates
a the end of the 60-day period beginning on the date on which the
product involved receives permission for commercial marketing or use.
If within that 60-day period the patent owner or its agent files an
application for extension under 88 1.740 and 1.741 including any
additional information required under 35 U.S.C. 156(d)(1) not contained
in the application for interim extension, the patent shall be further
extended in accordance with the provisions of 35 U.S.C. 156.

If apatent that claimsa product which isundergoing
the approval phase of regulatory review as defined
by 35 U.S.C. 156(q)(1)(B)(ii), (2(B)(ii), (3)(B)(ii),
(4)(B)(ii), and (5)(B)(ii) is expected to expire before
approval is granted, interim patent term extension
is available under 35 U.S.C. 156(d)(5). The
application for patent term extension that must be
submitted is generally the same as would be filed
had the product been approved, except that the
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approval date is not required to be set forth. Once
the product is approved, the application must be
converted to an application for patent term extension
under 35 U.S.C. 156(d)(1) to obtain patent term
extension under that subsection.

Processing of an application for interim patent term
extension under 35 U.S.C. 156(d)(5) is performed
in the Office of Patent Legal Administration and is
similar to other applications for patent term
extension, except that the Office is not required to
seek the advice of the relevant regulatory agency.
Therelevant agency, however, isnormally consulted
before an interim extension is granted or before the
application is denied. The fee for an application for
patent term extension under 35 U.S.C. 156(d)(5) is
set forth in 37 CFR 1.20(j)(2), and the fee for a
subsequent application is set forth in 37 CFR
1.20(j)(3). Copies of an application for interim
extension are maintained in the same manner as
applications for patent term extension. As required
by 35 U.S.C. 156(d)(5)(B), a determination that a
patent iseligible for extension under 35 U.S.C. 156,
but for regulatory approval, is published in the
Federa Register. A sample order granting a second
interim extension follows:

UNITED STATESPATENT AND
TRADEMARK OFFICE

Inre

Request for Patent Term Extension ORDER GRANTING U.S. Patent
No.___ INTERIM EXTENSION

On__, patent owner __, filed an application under 35 U.S.C. 156(d)(5)
for interim extension of the term of U.S. Patent No. __. The patent
claims the active ingredient __in the human drug product “___." The
applicationindicatesthat the product is currently undergoing aregul atory
review before the Food and Drug Administration for permission to
market or use the product commercialy. The original term of the patent
expiredon___On___,thepatent wasgranted anfirst interim extension
under 35 U.S.C. 156(d)(5) for aperiod of one year.

Review of the application indicatesthat except for receipt of permission
to market or use the product commercially, the subject patent would be
eligible for an extension of the patent term under 35 U.S.C. 156. Since
it is apparent that the regulatory review period may extend beyond the
date of expiration of the patent, as extended by the first interim
extension, asecond interim extension of the patent term under 35 U.S.C.

156(d)(5) is appropriate.

An interim extension under 35 U.S.C. 156(d)(5) of the term of U.S.
Patent No. __is granted for a period of one year from the extended
expiration date of the patent.
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Asseen from the example given, aseries of one-year
interim extensions may be granted if requested in a
timely manner (in thewindow of time between thirty
and sixty days before the extended expiration date).

An interim extension granted under 35 U.S.C.
156(d)(5) terminates sixty days after permission for
commercial marketing or use of the product is
granted, except, if within the sixty day period any
additional information needed for an application for
patent term extension under 35 U.S.C. 156(d)(1) is
submitted, the patent may be further extended.
35 U.S.C. 156(d)(5)(E).

2756 Correspondence Between the USPTO
and the Regulatory Agency [R-11.2013]

It isthe Director’s responsibility to decide whether
an applicant has satisfied the requirements of the
statute and whether the patent qualifies for patent
term extension. The regulatory agency possesses
expertise and records regarding some of the statutory
requirements and has certain direct responsibilities
under 35 U.S.C. 156 for determining the length of
the regulatory review period. Conseguently, to
facilitate eligibility decisions and permit the
regulatory agency and the Office to carry out their
responsibilities under 35 U.S.C. 156, both the Food
and Drug Administration and the Department of
Agriculture have entered into an “agreement” of
cooperation with the Office. Memorandum of
Understanding Between the Patent and Trademark
Office and the Food and Drug Administration, 52
Fed. Reg. 17830 (May 12, 1987); Memorandum of
Understanding Between the Patent and Trademark
Office and the Animal and Plant Health Inspection
Service, 54 Fed. Reg. 26399 (June 23, 1989); 1104
Off. Gaz. Pat. Office 18 (July 11, 1989). The
agreements establish the procedures whereby the
regulatory agency assists the Office in determining
apatent’seligibility for patent term extension under
35 U.S.C. 156. It aso establishes procedures for
exchanging information between the regulatory
agency and the Office regarding regulatory review
period determinations, due diligence petitions and
informal regulatory agency hearings under the law.
The patent term extension applicant receives a copy
of all correspondence between the Office and the

regulatory agency.
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The Animal and Health Inspection Service of the
Department of Agriculture is responsible for
assisting the Office in determining the eligibility of
patent claiming a veterinary biological product that
has been subject to the Virus-Serum-Toxin Act (21
U.S.C. 151-59) and for determining the regulatory
review period of the veterinary biological product.
The Secretary of Health and Human Services of the
Food and Drug Administration is responsible for
assisting the Office in determining the eligibility of
patents claiming any other product for which
regulatory review givesriseto eligibility for patent
term extension. 21 CFR 60.10.

. INFORMATION REGARDING
ELIGIBILITY FOR EXTENSION

If the Office has no clear reason to deny eligibility
for patent term extension (even if there are questions
concerning eligibility), or if the applicant has been
notified of any informalitiesand it is anticipated that
the informalities will be corrected or explained, a
first letter is sent to the regulatory agency to request
information regarding eligibility. The letter is
accompanied by acopy of the patent term extension
application. This letter does not request the
determination of the applicable regulatory review
period.

The regulatory agency reply is usualy in the form
of awritten response:

(A)  verifying whether the product has
undergone a regulatory review period within the
meaning of 35 U.S.C. 156(g) prior to commercial
marketing or use;

(B) stating whether the marketing permission
wasfor thefirst permitted commercial marketing or
use of that product, or, in the case of recombinant
DNA technology, whether such commercial
marketing or use was the first permitted under the
process claimed in the patent;

(C) informing the Office whether the patent
term extension application was submitted within
sixty days after the product was approved for
marketing or use; and

(D) providing the Office with any other
information relevant to the Office determination of
whether a patent related to a product is eligible for
patent term extension.
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While the Office has primary responsibility for the
eligibility determination, the regulatory agency often
possessesinformation which isnot readily available
to the Office. The assistance on the part of the
regulatory agency enables both the Office and the
agency to process applications efficiently and to
CONServe resources.

II. PRELIMINARY ELIGIBILITY DECISION

Upon receipt of areply from the regulatory agency
to the first letter from the Office requesting
assistance on determining eligibility, a preliminary
eligibility decision (not the final decision) is made
as to whether the patent is eligible for an extension
of its term. As noted above, the reply from the
regulatory agency will usually inform the Office as
to whether the permission for commercia marketing
and use of the product on which the application for
patent term extension is based is the first such
approval for that product. Furthermore, the
regulatory agency usually provides information
regarding the date of product approval to permit a
determination asto whether the application wasfiled
within the sixty-day statutory period. The
information provided by the regulatory agency is
then compared with the related information from the
application. If no major discrepanciesarefound and
the patent is determined to be eligible for patent term
extension, asecond | etter requesting adetermination
of the length of the regulatory review period of the
product is mailed to the regulatory agency not later
than sixty (60) days after the Office receipt date of
the reply from the regulatory agency. In the interest
of efficiency, if the patent is determined to be
ingligible for patent term extension, the Office will
dismiss the application rather than request a
determination of the regulatory review period. In
re Allen & Hansbury, Ltd., 227 USPQ 955, 960 n.
9 (Comm'r Pat. & Tm. 1985). The second letter
states that, subject to fina review, the patent is
considered eligible for patent term extension and

2700-49

2757

requests adetermination of the applicable regulatory
review period.

2757 Regulatory Agency Determination of
the Length of the Regulatory Review Period
[R-11.2013]

Under 35 U.S.C. 156, the regulatory agency is
responsible for the determination of the length of
the regulatory review period for the approved
product on which the application for patent term
extenson is based. The determination by the
regulatory agency is made based on the application
aswell asthe official regulatory agency records for
the approved product. See, eg., 21 CFR Ch. 1,
Subpart C. The determination of the length of the
regulatory review period is solely the responsibility
of the regulatory agency. Aktiebolaget Astra v.
Lehman, 71 F.3d 1578, 1580-81, 37 USPQ2d 1212,
1214-15 (Fed. Cir. 1995) (regarding U.S. Patent No.
4,215,113). To determine the regulatory review
period for an animal drug where the New Animal
Drug Application (NADA) components were
submitted to FDA in a phased review, the approval
phase, as defined by 35 U.S.C. 156(qg)(4)(B)(ii) ,
begins on the date of the submission of the
administrative NADA. See Wyeth Holdings Corp.
v. Sebelius, 603 F.3d 1291, 1299-1300, 95 USPQ2d
1233,1240 (Fed. Cir. 2010).

Once the determination has been made, the
regulatory agency publishes the information in the
Federa Register and forwards a letter to the Office
with the same information. Included in both the
Federa Register Notice and the letter to the Office
are the total length of the regulatory review period
and the relevant dates on which the determination
isbased. Both the | etter to the Office and the Federal
Register Notice separate the total regulatory period
into theinitial or testing phase and thefinal approval
phase. This providesthe Office with theinformation
necessary to determinethe actual length of extension
for which the patent may be eligible. The Federal
Register Notice also sets a date, 180 days after
publication of the notice, as a deadline for filing
written comments concerning any of theinformation
set forth in the notice or a petition for a
determination regarding whether the marketing
applicant has acted with due diligence during the
regulatory review period. The letter to the Office
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makes clear that the determination does not take into
account the issue date of the patent nor does it
exclude one-half of the testing phase.

The regulatory review period determination is not
final until due diligence petitions and informal
hearings, if any, have been resolved. A certificate
for extension of the term of a patent may not issue
from the Office until the regulatory review period
determination is final unless an interim extension
appears warranted under 35 U.S.C. 156(d)(5) and

(2 .

2757.01 Due Diligence Deter mination
[R-11.2013]

If adue diligence petition isfiled during the 180-day
period following publication of the regulatory agency
determination of the regulatory review period, the
regulatory agency (eg., FDA) makes the
determination under 35 U.S.C. 156(d)(2)(B) whether
the applicant for patent term extension acted with
due diligence during the regulatory review
proceedings. The term “due diligence” isdefined in
35 U.S.C. 156(d)(3) as “that degree of attention,
continuous directed effort, and timeliness as may
reasonably be expected from, and are ordinarily
exercised by, a person during a regulatory review
period.” After affirming or revising the determination
of the regulatory review period, the regulatory
agency notifies the Office and publishes the results
inthe Federal Register. If no comment or petitionis
filed in the time period provided, the regulatory
agency notifies the Office that the period for filing
a due diligence petition pursuant to the notice has
expired and that the regulatory agency therefore
considersits determination of the regulatory review
period for the product to be final. Following
notification from the regulatory agency, the Office
will proceed with thefinal eligibility determination.
See 21 CFR Ch. 1, Subparts D and E.

2758 Notice of Final Determination -
Calculation of Patent Term Extension
[R-11.2013]

35 U.SC. 156 Extension of patent term.

*kkkk

(c) Theterm of a patent eligible for extension under subsection
(a) shall be extended by the time equal to the regulatory review period
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for the approved product which period occurs after the date the patent
isissued, except that—

(1) each period of the regulatory review period shall be
reduced by any period determined under subsection (d)(2)(B) during
which the applicant for the patent extension did not act with due
diligence during such period of the regulatory review period;

(2) after any reduction required by paragraph (1), the period
of extension shall include only one-half of the time remaining in the
periods described in paragraphs (1)(B)(i), (2)(B)(i), (3)(B)(i), (4)(B)(i),
and (5)(B)(i) of subsection (g);

(3) if the period remaining in the term of a patent after the
date of the approval of the approved product under the provision of law
under which such regulatory review occurred when added to the
regulatory review period asrevised under paragraphs (1) and (2) exceeds
fourteen years, the period of extension shall be reduced so that the total
of both such periods does not exceed fourteen years, and

(4) inno event shall morethan one patent be extended under
subsection (€)(i) for the same regulatory review period for any product.

*kkkk

(6) A period determined under any of the preceding paragraphsis
subject to the following limitations:

(A) If the patent involved was issued after the date of
the enactment of this section, the period of extension determined on the
basis of the regulatory review period determined under any such
paragraph may not exceed five years.

(B) If the patent involved wasissued before the date of
the enactment of this section and —

(i) no request for an exemption described in
paragraph (1)(B) or (4)(B) was submitted and no request for the authority
described in paragraph (5)(B) was submitted,

(ii) no major health or environment effects test
described in paragraph (2)(B) or (4)(B) wasinitiated and no petition for
aregulation or application for registration described in such paragraph
was submitted, or

(iii) noclinical investigation described in paragraph
(3) was begun or product development protocol described in such
paragraph was submitted, before such date for the approved product the
period of extension determined on the basis of the regulatory review
period determined under any such paragraph may not exceed fiveyears.

(C) If the patent involved was issued before the date of
the enactment of this section and if an action described in subparagraph
(B) was taken before the date of enactment of this section with respect
to the approved product and the commercial marketing or use of the
product has not been approved before such date, the period of extension
determined on the basis of the regulatory review period determined
under such paragraph may not exceed two years or in the case of an
approved product which is anew animal drug or veterinary biological
product (asthosetermsare used in the Federal Food, Drug, and Cosmetic
Act or the Virus-Serum-Toxin Act), three years.

*kkkk

After reviewing the information provided by the
regulatory agency, if the Office determinesthe patent
to bedigiblefor extension, the Officethen calcul ates
the length of extension for which the patent is
eigible under the appropriate statutory provisions
(35.U.S.C. 156(c); 37 CFR 1.750). The length of
extension is subject to the limitations of 35 U.S.C.
156(c)(3) and 35 U.S.C. 156(qg)(6). A Notice of Final
Determination is mailed to applicant which states
the length of extension for which the application has
been determined to be eligible and the calculations
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used to determine the length of extension. Recently
mailed Notices of Final Determination are posted in
the Freedom of Information (FOIA) section of the
USPTO Web site (www.uspto.gov) with other
Decisions of the Director. The notice provides a
period, usualy one month, in which the applicant
can request reconsideration of any aspect of the
Office determination as to eligibility or the length
of extension for which the application has been
found eligible.

If the application has been determined to be
ineligible for patent term extension, an appropriate
Notice of Final Determination ismailed to applicant
which dismisses the application and sets forth the
basis for the dismissal. The applicant is given a
period, usually one month, in which to seek
reconsideration of the determination.

If the patent isfound to be eligible for extension, the
Notice of Final Determination may include text
similar to the following:

A determination has been made that U.S. Patent No. ___, which claims
thehumandrug___, iseligiblefor patent term extension under 35 U.S.C.
156. The period of extension has been determinedtobe .

A singlerequest for reconsideration of thisfinal determination asto the
length of extension of the term of the patent may be madeif filed within
one month of the date of this notice. Extensions of time under 37 CFR
1.136(a) are not applicable to this time period. In the absence of such
request for reconsideration, the Director will issue a certificate of
extension, under seal, for aperiod of ____ days.

The period of extension has been cal culated using the FDA determination
of the length of the regulatory review period published in the Federal

Register of ___. Under 35 U.S.C. 156(c)

Period of Extension = RRP - PGRRP - DD - %2 (TP - PGTP)1

Lconsistent with 35 U.S.C. 156(c) , “RRP” isthe total number of days
in the regulatory review period, “PGRRP” is the number of days of the
RRP which were on and before the date on which the patent issued,
“DD” is the number of days of the RRP that the applicant did not act
with due diligence, “TP’ is the testing phase period described in
paragraphs (1)(B)(i), (2)(B)(), (3)(B)(i), (4A)(B)(i), and (5)(B)(i) of
subsection (g) of 35 U.S.C. 156, and “PGTP" is the number of days of
the TP which were on and before the date on which the patent issued,
wherein half days are ignored for purposes of the subtraction of %2 (TP
- PGTP).

Since the regulatory review period began __, before the patent issued
__,only that portion of the regulatory review period occurring after
the date the patent i ssued has been considered in the above determination
of thelength of the extension period 35 U.S.C. 156(c). (From__to___
is___ days; this period is subtracted for the number of days occurring
in the testing phase according to the FDA determination of the length
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of the regulatory review period.) No determination of a lack of due
diligence under 35 U.S.C. 156(c)(1) was made.

The 14 year exception of 35 U.S.C. 156(c)(3) operatesto limit the term
of the extension in the present situation because it provides that the
period remaining in the term of the patent measured from the date of
approval of the approved product (___) when added to the period of
extension calculated above (___ days) cannot exceed fourteen years.
The period of extensionisthuslimitedto___, by operation of 35 U.S.C.
156(c)(3). Since the patent term (35 U.S.C. 154) would expireon ___,
the period of extension isthe number of days to extend the term of the
patent from its expiration date to and including ___, or ___days.

The limitations of 35 U.S.C. 156(qg)(6) do not operate to further reduce
the period of extension determined above.

See M PEP § 2759 for further information pertaining
to the issuance of a certificate of extension.

A patent term extension generally extends the patent
fromits*original expiration date,” as defined by 35
U.S.C. 154 to include extension under former
35 U.S.C. 154(b) (for applications filed between
June 8, 1995 and May 28, 2000) and patent term
adjustment under 35 U.S.C. 154(b) (for applications
filed on or after May 29, 2000).

No certificate or extension will beissued if the term
of a patent cannot be extended, even though the
patent is otherwise determined to be eligible for
extension. In such situationsthe final determination
would issue indicating that no certificate will issue.

. CALCULATION OF PATENT TERM
EXTENSION

The procedurefor calculating the length of the patent
term extension is set forth for human drugs,
antibiotic drugs, and human biological productsin
37 CER 1.775; for food or color additivesin 37 CER
1.776; for medical devices in 37 CER 1.777; for
animal drug products in 37 CFR 1.778; and for
veterinary biological productsin 37 CFR 1.779. The
length of patent term extension is the length of the
regulatory review period as determined by the
Secretary of Heath and Human Services or the
Secretary of Agriculture, but reduced, where
appropriate, by thetime periodsprovidedin 37 CER
1.775- 1.779. The Office will rely on the Secretary’s
determination of the length of the regulatory review
period when calculating the length of the extension
period under 37 CFR 1.775- 1.779.
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Any part of the regulatory review period which
occurs before the patent was granted will not be
counted toward patent term extension. Any period
in which the marketing applicant failed to exercise
due diligence, thereby unnecessarily adding to the
length of the regulatory review period after the patent
issued, will not be considered in determining the
length of the extension period. In making the
calculation of the extension period, half days will
be ignored and thus will not be subtracted from the
regulatory review period.

For products other than animal drug or veterinary
biological products, the calcul ated extension period
cannot exceed any of the following statutory
maximum periods of extension:

(A) If the period remaining in the term of the
patent after the date of approval of the approved
product when added to the calculated regulatory
review period exceeds fourteen years, the period of
extension shall be reduced so that the total of both
such periods does not exceed fourteen years,

(B) If the patent involved was issued after
September 24, 1984, (the date of enactment of the
statute), the calculated period of extension may not
exceed five years,

(C) If the patent involved was issued before
September 24, 1984, (the date of enactment of the
statute), and the regulatory review period proceeding
started after this date, the calculated period of
extension may not exceed five years; and

(D) If the patent involved was issued before
September 24, 1984, (the date of enactment of the
statute), and the regulatory review period proceeding
started before this date, and the commercial
marketing or use of the product has been approved
after such date, the calculated period of extension
may not exceed two years.

For animal drug or veterinary biological products,
the calculated extension period cannot exceed any
of the following statutory maximum periods of
extension:

(A) If the period remaining in the term of
the patent after the date of approval of the approved
product when added to the calculated regulatory
review period exceeds fourteen years, the period of
extension shall be reduced so that the total of both
such periods does not exceed fourteen years,
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(B) If the patent involved was issued after
November 16, 1988, the calculated period of
extension may not exceed five years,

(C) If the patent involved was issued before
November 16, 1988, and the regulatory review
period proceeding started after this date, the
calculated period of extension may not exceed five
years; and

(D) If the patent involved was issued before
November 16, 1988, and the regulatory review
period proceeding started before this date, and the
commercia marketing or use of the product has been
approved after such date, the calculated period of
extension may not exceed three years.

The patent term extension of a patent that issued
before September 24, 1984, where the regulatory
review period began and ended before September
24,1984, would only be afunction of the regulatory
review period and the fourteen-year limit, and may
be extended for more than five years. Hoechst
Aktiengesellschaft v. Quigg, 917 F2d 522, 525, 16
USPQ2d 1549, 1551 (Fed. Cir. 1990).

2759 Certificateof Extension of Patent Term
[R-11.2013]

35U.SC. 156 Extension of patent term.

*kkk*k

(&) (1) A determination that apatent iseligiblefor extension may
be made by the Director solely on the basis of the representations
contained in the application for the extension. If the Director determines
that a patent is eligible for extension under subsection (a) and that the
requirements of paragraphs (1) through (4) of subsection (d) have been
complied with, the Director shall issueto the applicant for the extension
of the term of the patent a certificate of extension, under sedl, for the
period prescribed by subsection (c). Such certificate shall be recorded
in the official file of the patent and shall be considered as part of the
origina patent.

37 CFR1.780 Certificate or order of extension of patent term.

If a determination is made pursuant to § 1.750 that a patent is eligible
for extension and that the term of the patent is to be extended, a
certificate of extension, under seal, or an order granting interim extension
under 35 U.S.C. 156(d)(5), will be issued to the applicant for the
extension of the patent term. Such certificate or order will be recorded
in the official file of the patent and will be considered as part of the
origina patent. Notification of the issuance of the certificate or order
of extension will be published in the Official Gazette of the United Sates
Patent and Trademark Office. Notification of theissuance of the order
granting an interim extension under 35 U.S.C. 156(d)(5), including the
identity of the product currently under regulatory review, will be
published in the Official Gazette of the United States Patent and
Trademark Office and in the Federal Register. No certificate of, or
order granting, an extension will be issued if the term of the patent
cannot be extended, even though the patent is otherwise determined to
be eligible for extension. In such situations, the final determination
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made pursuant to § 1.750 will indicate that no certificate or order will
issue.

Once a determination is made pursuant to 37 CFR
1.750 that a patent is eligible for extension of its
term, a certificate of extension, under sea, will be
issued to the patent owner at the correspondence
address specified in the application for patent term
extension. Following the one-month period provided
in the Notice of Final Determination, and where an
extension isappropriate, the Certificate of Extension
is signed by the Director. The original certificateis
mailed or delivered to the applicant and a copy is
sent to the regulatory agency. A copy of the
certificate is placed in the two files (official

file/patent file and public file) maintained for the
patent term extension application.

Uponissuance of the certificate of extension, anctice
is published in the Official Gazette. A sample
Official Gazette Notice Follows:

PATENT TERM EXTENDED UNDER 35U.S.C.
156

A Certificate extending the term of the following patent was issued on

U.S. Patent No.: __ Granted: __; Applicant: __; Owner of Record: __;
Title: ___; Classification: __ Product Trade Name: __; Original
Expiration Date: __; Term Extended: ; Extended Expiration Date:

All original papers from the application for patent
term extension in the officid file are transferred to
the official patent file of the subject patent and
become a part of the permanent record. A copy of
the certificate of extension of patent term is added
to the patent electronic database as part of the patent
record in the same manner as is a certificate of
correction or a terminal disclaimer. The patent is
also added to the list of patents extended under 35
U.S.C. 156, acopy of whichisposted onthe USPTO
Web site (www.uspto.gov) and which is aso
available in the “Patent Term Extension
(Restoration)” section of the electronic FOIA
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Reading Room of USPTO's Web site at
hitp:/Amwvugotogov ddfaa rr/iresour S

2760 Trade Secret, Confidential, and
Protective Order Material [R-8.2012]

There is no provision in the statute or the rules for
withholding from the public any information that is
submitted to the Office or the regulatory agency
relating to an application for patent term extension.
While one submitting such materials to the Office
in relation to a pending application for patent term
extension must generally assume that such materials
will bemade of record in thefile and be made public,
the Office is not unmindful of the difficulties this
sometimes imposes. Proprietary or trade secret
information should be submitted generdly in
accordance with the procedures set forth in M PEP
§ 724.02. ldentification of the propriety or trade
secret material should be made by page, line, and
word, as necessary. The Office will not in the first
instance undertake the task of determining the
precise material in the application which is
proprietary or trade secret information. Only the
applicant isin aposition to make this determination.
See Inre Schering-Plough Corp., 1 USPQ2d 1926,
1926 (Comm'r Pat. & Tm. 1986).

The information will not be made public as part of
the patent file before a certificate of patent extension
is issued. Should the Office receive a Freedom of
Information Act (FOIA) request for the materia, the
applicant will be provided notice and an opportunity
to substantiate its clam that the material is
proprietary before the Office determines whether
disclosure of thematerial isrequired under the FOIA.
If such information was material to a determination
of eligibility or any other Officeresponsibility under
35 U.S.C. 156, it will be made public at thetimethe
certificate of extension is issued. Otherwise, if a
suitable petition to expunge is filed before the
issuance of the certificate, the trade secret or
confidential information will be expunged from the
file and returned to the patent term extension
applicant. If a petition to expunge is not filed prior
to the issuance of the certificate, al of the
information will be open to public inspection.

2761 Multiple Applicationsfor Extension of
Term of the Same Patent or of Different
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2761

Patents for the Same Regulatory Review
Period for a Product [R-08.2012]

35 U.SC. 156 Extension of patent term.

*kkkk

(c)(4) in no event shall more than one patent be extended under
subsection (€)(i) for the same regulatory review period for any product.

*kkkk

37 CFR 1.785 Multiple applications for extension of term of
the same patent or of different patents for the same regulatory
review period for a product.

(& Only one patent may be extended for a regulatory review
period for any product § 1.720(h). If more than one application for
extension of the same patent isfiled, the certificate of extension of patent
term, if appropriate, will beissued based upon thefirst filed application
for extension.

(b) If more than one application for extensionisfiled by asingle
applicant which seeks the extension of the term of two or more patents
based upon the same regulatory review period, and the patents are
otherwise eligible for extension pursuant to the requirements of this
subpart, in the absence of an election by the applicant, the certificate of
extension of patent term, if appropriate, will be issued upon the
application for extension of the patent term having the earliest date of
issuance of those patents for which extension is sought.

(c) If an application for extension is filed which seeks the
extension of theterm of a patent based upon the same regul atory review
period as that relied upon in one or more applications for extension
pursuant to the requirements of this subpart, the certificate of extension
of patent term will beissued on the application only if the patent owner
or itsagent isthe holder of the regul atory approval granted with respect
to the regulatory review period.

(d) An application for extension shall be considered complete
and formal regardless of whether it contains the identification of the
holder of the regulatory approval granted with respect to the regulatory
review period. When an application contains such information, or is
amended to contain such information, it will be considered in
determining whether an application is eligible for an extension under
this section. A request may be made of any applicant to supply such
information within a non-extendable period of not |ess than one month
whenever multiple applications for extension of more than one patent
are received and rely upon the same regulatory review period. Failure
to provide such information within the period for reply set shall be
regarded as conclusively establishing that the applicant isnot the holder
of the regulatory approval.

(e) Determinations made under this section shall be included in
thenotice of final determination of eligibility for extension of the patent
term pursuant to § 1.750 and shall be regarded as part of that
determination.

Only one patent may be extended for a regulatory
review period for any product. If more than one
application for extension isfiled for a single patent
by different applicants, the certificate of extension
of the term of the patent, if appropriate, would be
issued based upon the first filed application for
extension of patent term. If a single applicant files
more than one application for patent term extension
for asingle patent based upon the regulatory review
period of different products, then the final
determination under 37 CER 1.750 will provide a
period of time (usually one month) for the patent
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owner to elect the product for which extension is
desired. An express withdrawal of the applications
for extension of the nonelected products should
accompany the election. Thefinal determination will
indicatethat if the patent owner failsto elect asingle
product within the set time period, the Office will
issue a certificate of extension for the patent for a
specified one of the products.

If more than one application for extension is filed
by a single applicant for the extension of the terms
of different patents based upon the same regulatory
review period for a product, the certificate of
extension will be issued on the application for
extension of the patent having the earliest date of
issuance of those for which extension is sought
unless al but one application for extension is
voluntarily withdrawn by the applicant. When plural
patents are found to be eligible for patent term
extension based on the same regulatory review of a
product, the final determination under 37 CFR 1.750
will provide a period of time (usually one month)
for the patent owner to elect the patent for which
extension is desired. An express withdrawal of the
application(s) for extension of the nonelected
patent(s) should accompany the election. A failure
to elect within the set time period will result in
issuance of a certificate of extension for the patent
having the earliest date of issue.

If applications for extension are filed by different
applicantsfor the extension of the terms of different
patents based upon the same regulatory review
period of aproduct, the certificate of extension will
be issued on the application of the holder of the
regulatory approval (marketing applicant). If the
marketing applicant is not an applicant for extension,
the certificate of extension will issueto the applicant
for extension which holds an express authorization
from the marketing applicant to rely upon the
regulatory review period as the basis for the
application for extension. Seeaso 37 CFR 1.785(d).

2762 Duty of Disclosurein Patent Term
Extension Proceedings [R-08.2012]

37 CFR 1.765 Duty of disclosure in patent term extension
proceedings.

(& A duty of candor and good faith toward the Patent and
Trademark Office and the Secretary of Health and Human Services or
the Secretary of Agriculture rests on the patent owner or its agent, on
each attorney or agent who represents the patent owner and on every
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other individual who is substantively involved on behalf of the patent
owner in a patent term extension proceeding. All such individuals who
are aware, or become aware, of material information adverse to a
determination of entitlement to the extension sought, which has not
been previously made of record in the patent term extension proceeding
must bring such information to the attention of the Office or the
Secretary, as appropriate, in accordance with paragraph (b) of this
section, as soon as it is practical to do so after the individual becomes
aware of the information. Information is material where there is a
substantial likelihood that the Office or the Secretary would consider it
important in determinations to be made in the patent term extension
proceeding.

(b) Disclosures pursuant to this section must be accompanied by
acopy of each written document which isbeing disclosed. The disclosure
must be made to the Office or the Secretary, as appropriate, unless the
disclosure is material to determinations to be made by both the Office
and the Secretary, in which case duplicate copies, certified as such, must
be filed in the Office and with the Secretary. Disclosures pursuant to
this section may be made to the Office or the Secretary, as appropriate,
through an attorney or agent having responsibility on behalf of the patent
owner or its agent for the patent term extension proceeding or through
a patent owner acting on his or her own behalf. Disclosure to such an
attorney, agent or patent owner shall satisfy the duty of any other
individual. Such an attorney, agent or patent owner has no duty to
transmit information which is not material to the determination of
entitlement to the extension sought.

(c) No patent will be determined eligible for extension and no
extension will be issued if it is determined that fraud on the Office or
the Secretary was practiced or attempted or the duty of disclosure was
violated through bad faith or gross negligence in connection with the
patent term extension proceeding. If it is established by clear and
convincing evidence that any fraud was practiced or attempted on the
Office or the Secretary in connection with the patent term extension
proceeding or that there was any violation of the duty of disclosure
through bad faith or gross negligencein connection with the patent term
extension proceeding, afina determination will be made pursuant to §
1.750 that the patent is not eligible for extension.

*kkkk

A duty of candor and good faith toward the USPTO,
the Secretary of Health and Human Services, and
the Secretary of Agriculturerests on the patent owner
or itsagent, on each attorney or agent who represents
the patent owner, and on every other individual who
is substantively involved on behalf of the patent
owner in a patent term extension proceeding. All
such individuals who are aware, or become aware,
of material information adverse to a determination
of entitlement to the extension sought, which has
not been previously made of record in the patent
term extension proceeding, must bring such
information to the attention of the Office or the
Secretary, as appropriate, as soon asit is practicable
to do so after the individual becomes aware of the
information. Information is “material” when there
is a substantial likelihood that the Office or the
Secretary would consider it important in
determinations to be made in the patent term
extension proceeding. Any such material information
should be submitted to the Director of the United
States Patent and Trademark Office, the Secretary

2700-55

2763

of Health and Human Services, or the Secretary of
Agriculture, as appropriate, accompanied by a copy
of each written document being disclosed. The
information may be submitted through a patent
attorney or agent.

A determination of eligibility for an extension or the
issuance of acertificate will not be madeif clear and
convincing evidence of fraud or attempted fraud on
the Office or a Secretary is determined to be present,
or the duty of disclosureis determined to have been
violated through bad faith or gross negligence in
connection with the patent term extension
proceeding. Since the determination as to whether
apatent iseligiblefor extension may be made solely
on the basis of the representations made in the
application for extension, a fina determination to
refuse a patent term extension because of fraud or a
violation of the duty of disclosure is expected to be
rare. See MPEP § 2010.

2763 Limitation of Third Party Participation
[R-08.2012]

37 CFR 1.765 Duty of disclosure in patent term extension
proceedings.

*kkokk

(d) The duty of disclosure pursuant to this section rests on the
individualsidentified in paragraph (&) of this section and no submission
on behalf of third parties, in the form of protests or otherwise, will be
considered by the Office. Any such submissions by third parties to the
Officewill be returned to the party making the submission, or otherwise
disposed of, without consideration by the Office.

*kkk*k

Although the statute specifically providesfor public
input into the determination of the regulatory review
period, i.e., the filing of a due diligence petition
before the regulatory agency, no such provision was
made for proceedings before the Office. Since
applicant aready has a duty of disclosure to both
the Office and the regulatory agency, and Congress
expected that it would be an administratively simple
proceeding, no input from third partiesis permitted.
Absent an invitation from the Director, any such
submission would be inappropriate. Accordingly,
37 CFR 1.765(d) precludes submissions to the
Office by or on behalf of third parties, thereby
making patent term extension proceedings in the
Officean ex parte matter between the patent owner
or its agent and the Office. Submissions by third
parties not requested by the Office will be returned,
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or otherwise disposed of, without consideration. See
Inre Dubno, 12 USPQ2d 1153, 1154 (Comm'r Pat.
& Tm. 1989).

2764 ExpressWithdrawal of Application for
Extension of Patent Term [R-08.2012]

37 CFR1.770 Expresswithdrawal of application for extension
of patent term.

An application for extension of patent term may be expressy withdrawn
before a determination is made pursuant to § 1.750 by filing in the
Office, in duplicate, a written declaration of withdrawal signed by the
owner of record of the patent or its agent. An application may not be
expressly withdrawn after the date permitted for reply to the final
determination on the application. An express withdrawal pursuant to
this section is effective when acknowledged in writing by the Office.
The filing of an express withdrawal pursuant to this section and its
acceptance by the Office does not entitle applicant to a refund of the
filing fee (§ 1.20(j)) or any portion thereof.

Any request for withdrawal of an application for
extension of patent term after a determination has
been made pursuant to 37 CFR 1.750 must be
submitted on or before the date permitted for reply
to the final determination, and be accompanied by
apetition under 37 CFR 1.182 with the appropriate
petition filing fee.
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