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case-by-case basis by an administrative
patent judge.

(c) An arbitration award will be given
no consideration unless it is binding on
the parties, is in writing and states in
a clear and definite manner the issue
or issues arbitrated and the disposition
of each issue. The award may include a
statement of the grounds and reason-
ing in support thereof. Unless other-
wise ordered by an administrative pat-
ent judge, the parties shall give notice
to the Board of an arbitration award by
filing within twenty (20) days from the
date of the award a copy of the award
signed by the arbitrator or arbitrators.
When an award is timely filed, the
award shall, as to the parties to the ar-
bitration, be dispositive of the issue or
issues to which it relates.

(d) An arbitration award shall not
preclude the Office from determining
patentability of any invention involved
in the interference.

[52 FR 13838, Apr. 27, 1987, as amended at 60
FR 14535, Mar. 17, 1995]

Subpart F—Extension of Patent
Term

AUTHORITY: 35 U.S.C. 6 and 156.

SOURCE: 52 FR 9394, Mar. 24, 1987, unless
otherwise noted.

§ 1.701 Extension of patent term due to
prosecution delay.

(a) A patent, other than for designs,
issued on an application filed on or
after June 8, 1995, is entitled to exten-
sion of the patent term if the issuance
of the patent was delayed due to:

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

(2) The application being placed
under a secrecy order under 35 U.S.C.
181; and/or

(3) Appellate review by the Board of
Patent Appeals and Interferences or by
a Federal court under 35 U.S.C. 141 or
145, if the patent was issued pursuant
to a decision reversing an adverse de-
termination of patentability and if the
patent is not subject to a terminal dis-
claimer due to the issuance of another
patent claiming subject matter that is
not patentably distinct from that
under appellate review.

(b) The term of a patent 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.

(c)(1) The period of delay under para-
graph (a)(1) of this section for an appli-
cation is the sum of the following peri-
ods, to the extent that the periods are
not overlapping:

(i) With respect to each interference
in which the application was involved,
the number of days, if any, in the pe-
riod beginning on the date the inter-
ference was declared or redeclared to
involve the application in the inter-
ference and ending on the date that the
interference was terminated with re-
spect to the application; and

(ii) The number of days, if any, in the
period beginning on the date prosecu-
tion in the application was suspended
by the Patent and Trademark Office
due to interference proceedings under
35 U.S.C. 135(a) not involving the appli-
cation and ending on the date of the
termination of the suspension.

(2) The period of delay under para-
graph (a)(2) of this section for an appli-
cation is the sum of the following peri-
ods, 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 § 1.193 in
the application under secrecy order and
ending on the date the secrecy order
and any renewal thereof was removed;

(iii) The number of days, if any, in
the period beginning on the date appli-
cant was notified that an interference
would be declared but for the secrecy
order and ending on the date the se-
crecy order and any renewal thereof
was removed; and

(iv) The number of days, if any, in
the period beginning on the date of no-
tification under § 5.3(c) and ending on
the date of mailing of the notice of al-
lowance under § 1.311.

(3) The period of delay under para-
graph (a)(3) of this section is the sum
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of the number of days, if any, in the pe-
riod beginning on the date on which an
appeal to the Board of Patent Appeals
and Interferences was filed under 35
U.S.C. 134 and ending on the date of a
final decision in favor of the applicant
by the Board of Patent Appeals and
Interferences or by a Federal court in
an appeal under 35 U.S.C. 141 or a civil
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 ap-
pellate review that occurred before
three years from the filing date of the
first national application for patent
presented for examination; and

(2) Any time during the period of ap-
pellate review, as determined by the
Commissioner, during which the appli-
cant for patent did not act with due
diligence. In determining the due dili-
gence of an applicant, the Commis-
sioner may examine the facts and cir-
cumstances of the applicant’s actions
during the period of appellate review to
determine whether the applicant exhib-
ited that degree of timeliness as may
reasonably be expected from, and
which is ordinarily exercised by, a per-
son during a period of appellate review.

[60 FR 20228, Apr. 25, 1995]

§ 1.710 Patents subject to extension of
the patent term.

(a) A patent is eligible for extension
of the patent term if the patent claims
a product as defined in paragraph (b) of
this section, either alone or in com-
bination with other ingredients that
read on a composition that received
permission for commercial marketing
or use, or a method of using such a
product, or a method of manufacturing
such a product, and meets all other
conditions and requirements of this
subpart.

(b) The term product referred to in
paragraph (a) of this section means—

(1) The active ingredient of a new
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 en-
tity or in combination with another ac-
tive ingredient; or

(2) The active ingredient of a new
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 re-
combinant DNA, recombinant RNA,
hybridoma technology, or other proc-
esses including site specific genetic
manipulation techniques, including
any salt or ester of the active ingredi-
ent, as a single entity or in combina-
tion with another active ingredient; or

(3) Any medical device, food additive,
or color additive subject to regulation
under the Federal Food, Drug, and Cos-
metic Act.

[54 FR 30379, July 20, 1989]

§ 1.720 Conditions for extension of pat-
ent term.

The term of a patent may be ex-
tended if:

(a) 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
any interim extension issued pursuant
to § 1.760;

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

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

(e) The product has received permis-
sion for commercial marketing or use
and—

(1) The permission for the commer-
cial marketing or use of the product is
the first received permission for com-
mercial marketing or use under the
provision of law under which the appli-
cable regulatory review occurred, or

(2) In the case of a patent other than
one directed to subject matter within
§ 1.710(b)(2) claiming a method of manu-
facturing the product that primarily
uses recombinant DNA technology in
the manufacture of the product, the
permission for the commercial market-
ing or use is the first received permis-
sion for the commercial marketing or
use of a product manufactured under
the process claimed in the patent, or

(3) In the case of a patent claiming a
new animal drug or a veterinary bio-
logical product that is not covered by
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the claims in any other patent that has
been extended, and has received per-
mission 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 regu-
latory review period for use in non-
food-producing animals, the permission
for the commercial marketing or use of
the drug or product after the regu-
latory review period for use in food-
producing animals is the first per-
mitted commercial marketing or use of
the drug or product for administration
to a food-producing animal.

(f) The application is submitted with-
in the sixty-day period beginning on
the date the product first received per-
mission for commercial marketing or
use under the provisions of law under
which the applicable regulatory review
period occurred; or in the case of a pat-
ent claiming a method of manufactur-
ing the product which primarily uses
recombinant DNA technology in the
manufacture of the product, the appli-
cation for extension is submitted with-
in the sixty-day period beginning on
the date of the first permitted commer-
cial 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 claims in any
other patent that has been extended,
and said drug or product has received
permission for the commercial market-
ing or use in non-food-producing ani-
mals, the application for extension is
submitted within the sixty-day period
beginning on the date of the first per-
mitted commercial marketing or use of
the drug or product for administration
to a food-producing animal;

(g) The term of the patent has not ex-
pired before the submission of an appli-
cation in compliance with § 1.741; and

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

[52 FR 9394, Mar. 24, 1987, as amended at 54
FR 30380, July 20, 1989]

§ 1.730 Applicant for extension of pat-
ent term.

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 re-
quirements of § 1.740.

§ 1.740 Application for extension of
patent term.

(a) An application for extension of
patent term must be made in writing
to the Commissioner of Patents and
Trademarks. A formal application for
the extension of patent term shall in-
clude:

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

(2) A complete identification of the
Federal statute including the applica-
ble 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 oc-
curred;

(4) In the case of a drug product, an
identification of each active ingredient
in the product and as to each active in-
gredient, a statement that it has not
been previously approved for commer-
cial marketing or use under the Fed-
eral Food, Drug, and Cosmetic Act, the
Public Health Service Act, or the
Virus-Serum-Toxin Act, or a statement
of when the active ingredient was ap-
proved for commercial marketing or
use (either alone or in combination
with other active ingredients), the use
for which it was approved, and the pro-
vision of law under which it was ap-
proved.

(5) A statement that the application
is being submitted within the sixty day
period permitted for submission pursu-
ant to § 1.720(f) and an identification of
the date of the last day on which the
application could be submitted;

(6) A complete identification of the
patent for which an extension is being
sought by the name of the inventor,
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;
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(8) A copy of any disclaimer, certifi-
cate of correction, receipt of mainte-
nance fee payment, or reexamination
certificate issued in the patent;

(9) A statement that the patent
claims the approved product or a meth-
od of using or manufacturing the ap-
proved product, and a showing which
lists each applicable patent claim and
demonstrates the manner in which
each applicable patent claim reads on
the approved product or method of
using or manufacturing the approved
product;

(10) A statement, beginning on a new
page, of the relevant dates and infor-
mation pursuant to 35 U.S.C. 156(g) in
order to enable the Secretary of Health
and Human Services or the Secretary
of Agriculture, as appropriate, to de-
termine the applicable regulatory re-
view period as follows:

(i) For a patent claiming a human
drug, antibiotic, or human biological
product, the effective date of the inves-
tigational new drug (IND) application
and the IND number; the date on which
a new drug application (NDA) or a
Product License Application (PLA) was
initially submitted and the NDA or
PLA number and the date on which the
NDA was approved or the Product Li-
cense issued;

(ii) For a patent claiming a new ani-
mal drug, the date a major health or
environmental effects test on the drug
was initiated and any available sub-
stantiation of the 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; the date on which a
new animal drug application (NADA)
was initially submitted and the NADA
number; and the date on which the
NADA was approved;

(iii) For a patent claiming a veteri-
nary biological product, the date the
authority to prepare an experimental
biological product under the Virus-
Serum-Toxin Act became effective; the
date an application for a license was
submitted under the Virus-Serum-
Toxin Act; and the date the license
issued;

(iv) For a patent claiming a food or
color additive, the date a major health
or environmental effects test on the
additive was initiated and any avail-

able substantiation of that date; the
date on which a petition for product
approval under the Federal Food, Drug,
and Cosmetic Act was initially submit-
ted and the petition number; and the
date on which the FDA published the
FEDERAL REGISTER notice listing the
additive for use;

(v) For a patent claiming a medical
device, the effective date of the inves-
tigational device exemption (IDE) and
the IDE number, if applicable, or the
date on which the applicant began the
first clinical investigation involving
the device if no IDE was submitted and
any available substantiation of that
date; the date on which the application
for product approval or notice of com-
pletion of a product development pro-
tocol under section 515 of the Federal
Food, Drug, and Cosmetic Act was ini-
tially submitted and the number of the
application or protocol; and the date
on which the application was approved
or the protocol declared to be com-
pleted.

(11) A brief description beginning on
a new page of the significant activities
undertaken by the marketing applicant
during the applicable regulatory re-
view period with respect to the ap-
proved product and the significant
dates applicable to such activities;

(12) A statement beginning on a new
page that in the opinion of the appli-
cant the patent is eligible for the ex-
tension and a statement as to the
length of extension claimed, including
how the length of extension was deter-
mined;

(13) A statement that applicant ac-
knowledges a duty to disclose to the
Commissioner of Patents and Trade-
marks and the Secretary of Health and
Human Services or the Secretary of
Agriculture any information which is
material to the determination of enti-
tlement to the extension sought (see
§ 1.765);

(14) The prescribed fee for receiving
and acting upon the application for ex-
tension (see § 1.20(j)).

(15) The name, address, and telephone
number of the person to whom inquir-
ies and correspondence relating to the
application for patent term extension
are to be directed;

(16) A duplicate of the application pa-
pers, certified as such; and

VerDate 10<SEP>98 08:37 Sep 11, 1998 Jkt 179137 PO 00000 Frm 00151 Fmt 8010 Sfmt 8010 Y:\SGML\179137T.XXX pfrm08 PsN: 179137T



156

37 CFR Ch. I (7–1–98 Edition) § 1.741

(17) An oath or declaration as set
forth in paragraph (b) of this section.

(b) Any oath or declaration submit-
ted in compliance with paragraph (a) of
this section must be signed by the
owner of record of the patent or its
agent, specifically identify the papers
and the patent for which an extension
is sought and aver that the person sign-
ing the oath or declaration:

(1) Is the owner, an official of a cor-
porate owner authorized to obligate
the corporation, or a patent attorney
or agent authorized to practice before
the Patent and Trademark Office and
who has general authority from the
owner to act on behalf of the owner in
patent matters.

(2) Has reviewed and understands the
contents of the application being sub-
mitted pursuant to this section;

(3) Believes the patent is subject to
extension pursuant to § 1.710;

(4) Believes an extension of the
length claimed is justified under 35
U.S.C. 156 and the applicable regula-
tions; and

(5) Believes the patent for which the
extension is being sought meets the
conditions for extension of the term of
a patent as set forth in § 1.720.

(c) If any application for extension of
patent term submitted pursuant to this
section is held to be informal, appli-
cant may seek to have that holding re-
viewed by filing a petition with the re-
quired fee, as necessary, pursuant to
§ 1.181, § 1.182 or § 1.183, as appropriate,
within such time as may be set in the
notice that the application has been
held to be informal, or if no time is set,
within one month of the date on which
the application was held informal. The
time periods set forth herein are sub-
ject to the provisions of 37 CFR 1.136.

[54 FR 9394, Mar. 24, 1987, as amended at 54
FR 30380, July 20, 1989; 56 FR 65155, Dec. 13,
1991]

§ 1.741 Filing date of application.

(a) The filing date of an application
for extension of a patent term is the
date on which a complete application
is received in the Patent and Trade-
mark Office or filed pursuant to the
‘‘Certificate of Mailing or Trans-
mission’’ procedures of 37 CFR 1.8 or
‘‘Express Mail’’ provisions of 37 CFR

1.10. A complete application shall in-
clude:

(1) An identification of the approved
product;

(2) An identification of each Federal
statute under which regulatory review
occurred;

(3) An identification of the patent for
which an extension is being sought;

(4) An identification of each claim of
the patent which claims the approved
product or a method of using or manu-
facturing the approved product;

(5) Sufficient information to enable
the Commissioner to determine under
35 U.S.C. 156 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 Commissioner and the Secretary of
Health and Human Services or the Sec-
retary of Agriculture to determine the
length of the regulatory review period;
and

(6) A brief description of the activi-
ties undertaken by the marketing ap-
plicant during the applicable regu-
latory review period with respect to
the approved product and the signifi-
cant dates applicable to such activi-
ties.

(b) If any application submitted pur-
suant to this section is held to be in-
complete, applicant may seek to have
this holding reviewed under § 1.181.

[52 FR 9394, Mar. 24, 1987, as amended at 59
FR 54503, Oct. 22, 1993; 61 FR 64028, Dec. 3,
1996]

§ 1.750 Determination of eligibility for
extension of patent term.

A determination as to whether a pat-
ent is eligible for extension may be
made by the Commissioner solely on
the basis of the representations con-
tained in the application for extension
filed in compliance with § 1.740 or
§ 1.790. This determination may be dele-
gated to appropriate Patent and Trade-
mark Office officials and may be made
at any time before the certificate of ex-
tension is issued. The Commissioner or
other appropriate officials may require
from applicant further information or
make such independent inquiries as de-
sired before a final determination is
made on whether a patent is eligible
for extension. In an application for ex-
tension filed in compliance with § 1.740,
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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. This notice shall constitute the
final determination as to the eligi-
bility and any period of extension of
the patent. A single request for recon-
sideration of a final 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
time is set, within one month from the
date of the final determination. The
time periods set forth herein are sub-
ject to the provisions of § 1.136.

[60 FR 25618, May 12, 1995]

§ 1.760 Interim extension of patent
term under 35 U.S.C. 156(e)(2).

An applicant who has filed a formal
application for extension in compliance
with § 1.740 may request one or more in-
terim extensions for periods of up to
one year each pending a final deter-
mination on the application pursuant
to § 1.750. Any such request should be
filed at least three months prior to the
expiration date of the patent. The
Commissioner may issue interim ex-
tensions, without a request by the ap-
plicant, for periods of up to one year
each until a final 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 Offical Gazette
of the Patent and Trademark Office.
The notice will be recorded in the offi-
cial file of the patent and will be con-
sidered as part of the original patent.
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 eligi-
ble.

[52 FR 9394, Mar. 24, 1987, as amended at 60
FR 25618, May 12, 1995]

§ 1.765 Duty of disclosure in patent
term extension proceedings.

(a) A duty of candor and good faith
toward the Patent and Trademark Of-
fice 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 other individual who is sub-
stantively involved on behalf of the
patent owner in a patent term exten-
sion proceeding. All such individuals
who are aware, or become aware, of
material information adverse to a de-
termination of entitlement to the ex-
tension sought, which has not been pre-
viously made of record in the patent
term extension proceeding must bring
such information to the attention of
the Office or the Secretary, as appro-
priate, in accordance with paragraph
(b) of this section, as soon as it is prac-
tical to do so after the individual be-
comes aware of the information. Infor-
mation is material where there is a
substantial likelihood that the Office
or the Secretary would consider it im-
portant in determinations to be made
in the patent term extension proceed-
ing.

(b) Disclosures pursuant to this sec-
tion must be accompanied by a copy of
each written document which is being
disclosed. The disclosure must be made
to the Office or the Secretary, as ap-
propriate, unless the disclosure is ma-
terial 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 pursu-
ant 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 pat-
ent owner acting on his or her own be-
half. 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 eli-
gible 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 pro-
ceeding. 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
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patent term extension proceeding or
that there was any violation of the
duty of disclosure through bad faith or
gross negligence in connection with the
patent term extension proceeding, a
final determination will be made pur-
suant to § 1.750 that the patent is not
eligible for extension.

(d) The duty of disclosure pursuant
to this section rests on the individuals
identified in paragraph (a) of this sec-
tion and no submission on behalf of
third parties, in the form of protests or
otherwise, will be considered by the Of-
fice. Any such submissions by third
parties to the Office will be returned to
the party making the submission, or
otherwise disposed of, without consid-
eration by the Office.

[24 FR 10332, Dec. 22, 1959, as amended at 54
FR 30381, July 20, 1989; 60 FR 25618, May 12,
1995]

§ 1.770 Express withdrawal of applica-
tion for extension of patent term.

An application for extension of pat-
ent term may be expressly withdrawn
before a determination is made pursu-
ant 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 with-
drawn 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 with-
drawal pursuant to this section and its
acceptance by the Office does not enti-
tle applicant to a refund of the filing
fee (§ 1.20(j)) or any portion thereof.

[62 FR 53201, Oct. 10, 1997]

§ 1.775 Calculation of patent term ex-
tension for a human drug, anti-
biotic drug or human biological
product.

(a) If a determination is made pursu-
ant to § 1.750 that a patent for a human
drug, antibiotic drug or human biologi-
cal product is eligible for extension,
the term shall be extended by the time
as calculated in days in the manner in-
dicated by this section. The patent
term extension will run from the origi-
nal expiration date of the patent or

any earlier date set by terminal dis-
claimer (§ 1.321).

(b) The term of the patent for a
human drug, antibiotic drug or human
biological product will be extended by
the length of the regulatory review pe-
riod for the product as determined by
the Secretary of Health and Human
Services, reduced as appropriate pursu-
ant to paragraphs (d)(1) through (d)(6)
of this section.

(c) The length of the regulatory re-
view period for a human drug, anti-
biotic drug or human biological prod-
uct will be determined by the Sec-
retary of Health and Human Services.
Under 35 U.S.C. 156(g)(1)(B), it is the
sum of—

(1) The number of days in the period
beginning on the date an exemption
under subsection (i) of section 505 or
subsection (d) of section 507 of the Fed-
eral Food, Drug, and Cosmetic Act be-
came effective for the approved prod-
uct and ending on the date the applica-
tion was initially submitted for such
product under those sections or under
section 351 of the Public Health Service
Act; and

(2) The number of days in the period
beginning on the date the application
was initially submitted for the ap-
proved product under section 351 of the
Public Health Service Act, subsection
(b) of section 505 or section 507 of the
Federal Food, Drug, and Cosmetic Act
and ending on the date such applica-
tion was approved under such section.

(d) The term of the patent as ex-
tended for a human drug, antibiotic
drug or human biological product will
be determined by—

(1) Subtracting from the number of
days determined by the Secretary of
Health and Human Services to be in
the regulatory review period:

(i) The number of days in the periods
of paragraphs (c)(1) and (c)(2) of this
section which were on and before the
date on which the patent issued;

(ii) The number of days in the periods
of paragraphs (c)(1) and (c)(2) of this
section during which it is determined
under 35 U.S.C. 156(d)(2)(B) by the Sec-
retary of Health and Human Services
that applicant did not act with due
diligence;
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(iii) One-half the number of days re-
maining in the period defined by para-
graph (c)(1) of this section after that
period is reduced in accordance with
paragraphs (d)(1) (i) and (ii) of this sec-
tion; half days will be ignored for pur-
poses of subtraction;

(2) By adding the number of days de-
termined in paragraph (d)(1) of this sec-
tion to the original term of the patent
as shortened by any terminal dis-
claimer;

(3) By adding 14 years to the date of
approval of the application under sec-
tion 351 of the Public Health Service
Act, or subsection (b) of section 505 or
section 507 of the Federal Food, Drug,
and Cosmetic Act;

(4) By comparing the dates for the
ends of the periods obtained pursuant
to paragraphs (d)(2) and (d)(3) of this
section with each other and selecting
the earlier date;

(5) If the original patent was issued
after September 24, 1984,

(i) By adding 5 years to the original
expiration date of the patent or any
earlier date set by terminal disclaimer;
and

(ii) By comparing the dates obtained
pursuant to paragraphs (d)(4) and
(d)(5)(i) of this section with each other
and selecting the earlier date;

(6) If the original patent was issued
before September 24, 1984, and

(i) If no request was submitted for an
exemption under subsection (i) of sec-
tion 505 or subsection (d) of section 507
of the Federal Food, Drug, and Cos-
metic Act before September 24, 1984,
by—

(A) Adding 5 years to the original ex-
piration date of the patent or earlier
date set by terminal disclaimer; and

(B) By comparing the dates obtained
pursuant to paragraphs (d)(4) and
(d)(6)(i)(A) of this section with each
other and selecting the earlier date; or

(ii) If a request was submitted for an
exemption under subsection (i) of sec-
tion 505 or subsection (d) of section 507
of the Federal Food, Drug, or Cosmetic
Act before September 24, 1984 and the
commercial marketing or use of the
product was not approved before Sep-
tember 24, 1984, by—

(A) Adding 2 years to the original ex-
piration date of the patent or earlier
date set by terminal disclaimer, and

(B) By comparing the dates obtained
pursuant to paragraphs (d)(4) and
(d)(6)(ii)(A) of this section with each
other and selecting the earlier date.

[52 FR 9394, Mar. 24, 1987, as amended at 54
FR 30381, July 20, 1989]

§ 1.776 Calculation of patent term ex-
tension for a food additive or color
additive.

(a) If a determination is made pursu-
ant to § 1.750 that a patent for a food
additive or color additive is eligible for
extension, the term shall be extended
by the time as calculated in days in the
manner indicated by this section. The
patent term extension will run from
the original expiration date of the pat-
ent or earlier date set by terminal dis-
claimer (§ 1.321).

(b) The term of the patent for a food
additive or color additive will be ex-
tended by the length of the regulatory
review period for the product as deter-
mined by the Secretary of Health and
Human Services, reduced as appro-
priate pursuant to paragraphs (d)(1)
through (d)(6) of this section.

(c) The length of the regulatory re-
view period for a food additive or color
additive will be determined by the Sec-
retary of Health and Human Services.
Under 35 U.S.C. 156(g)(2)(B), it is the
sum of—

(1) The number of days in the period
beginning on the date a major health
or environmental effects test on the
additive was initiated and ending on
the date a petition was initially sub-
mitted with respect to the approved
product under the Federal Food, Drug,
and Cosmetic Act requesting the
issuance of a regulation for use of the
product; and

(2) The number of days in the period
beginning on the date a petition was
initially submitted with respect to the
approved product under the Federal
Food, Drug, and Cosmetic Act request-
ing the issuance of a regulation for use
of the product, and ending on the date
such regulation became effective or, if
objections were filed to such regula-
tion, ending on the date such objec-
tions were resolved and commercial
marketing was permitted or, if com-
mercial marketing was permitted and
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later revoked pending further proceed-
ings as a result of such objections, end-
ing on the date such proceedings were
finally resolved and commercial mar-
keting was permitted.

(d) The term of the patent as ex-
tended for a food additive or color addi-
tive will be determined by

(1) Subtracting from the number of
days determined by the Secretary of
Health and Human Services to be in
the regulatory review period:

(i) The number of days in the periods
of paragraphs (c)(1) and (c)(2) of this
section which were on and before the
date on which the patent issued;

(ii) The number of days in the periods
of paragraphs (c)(1) and (c)(2) of this
section during which it is determined
under 35 U.S.C. 156(d)(2)(B) by the Sec-
retary of Health and Human Services
that applicant did not act with due
diligence;

(iii) The number of days equal to one-
half the number of days remaining in
the period defined by paragraph (c)(1)
of this section after that period is re-
duced in accordance with paragraphs
(d)(1) (i) and (ii) of this section; half
days will be ignored for purposes of
subtraction;

(2) By adding the number of days de-
termined in paragraph (d)(1) of this sec-
tion to the original term of the patent
as shortened by any terminal dis-
claimer;

(3) By adding 14 years to the date a
regulation for use of the product be-
came effective or, if objections were
filed to such regulation, to the date
such objections were resolved and com-
mercial marketing was permitted or, if
commercial marketing was permitted
and later revoked pending further pro-
ceedings as a result of such objections,
to the date such proceedings were fi-
nally resolved and commercial market-
ing was permitted;

(4) By comparing the dates for the
ends of the periods obtained pursuant
to paragraphs (d)(2) and (d)(3) of this
section with each other and selecting
the earlier date;

(5) If the original patent was issued
after September 24, 1984,

(i) By adding 5 years to the original
expiration date of the patent or earlier
date set by terminal disclaimer; and

(ii) By comparing the dates obtained
pursuant to paragraphs (d)(4) and
(d)(5)(i) of this section with each other
and selecting the earlier date;

(6) If the original patent was issued
before September 24, 1984, and

(i) If no major health or environ-
mental effects test was initiated and
no petition for a regulation or applica-
tion for registration was submitted be-
fore September 24, 1984, by—

(A) Adding 5 years to the original ex-
piration date of the patent or earlier
date set by terminal disclaimer, and

(B) By comparing the dates obtained
pursuant to paragraphs (d)(4) and
(d)(6)(i)(A) of this section with each
other and selecting the earlier date; or

(ii) If a major health or environ-
mental effects test was initiated or a
petition for a regulation or application
for registration was submitted by Sep-
tember 24, 1984, and the commercial
marketing or use of the product was
not approved before September 24, 1984,
by—

(A) Adding 2 years to the original ex-
piration date of the patent or earlier
date set by terminal disclaimer, and

(B) By comparing the dates obtained
pursuant to paragraphs (d)(4) and
(d)(6)(ii)(A) of this section with each
other and selecting the earlier date.

§ 1.777 Calculation of patent term ex-
tension for a medical device.

(a) If a determination is made pursu-
ant to § 1.750 that a patent for a medi-
cal device is eligible for extension, the
term shall be extended by the time as
calculated in days in the manner indi-
cated by this section. The patent term
extension will run from the original ex-
piration date of the patent or earlier
date as set by terminal disclaimer
(§ 1.321).

(b) The term of the patent for a medi-
cal device will be extended by the
length of the regulatory review period
for the product as determined by the
Secretary of Health and Human Serv-
ices, reduced as appropriate pursuant
to paragraphs (d)(1) through (d)(6) of
this section.

(c) The length of the regulatory re-
view period for a medical device will be
determined by the Secretary of Health
and Human Services. Under 35 U.S.C.
156(g)(3)(B), it is the sum of
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(1) The number of days in the period
beginning on the date a clinical inves-
tigation on humans involving the de-
vice was begun and ending on the date
an application was initially submitted
with respect to the device under sec-
tion 515 of the Federal Food, Drug, and
Cosmetic Act; and

(2) The number of days in the period
beginning on the date the application
was initially submitted with respect to
the device under section 515 of the Fed-
eral Food, Drug, and Cosmetic Act, and
ending on the date such application
was approved under such Act or the pe-
riod beginning on the date a notice of
completion of a product development
protocol was initially submitted under
section 515(f)(5) of the Act and ending
on the date the protocol was declared
completed under section 515(f)(6) of the
Act.

(d) The term of the patent as ex-
tended for a medical device will be de-
termined by—

(1) Substracting from the number of
days determined by the Secretary of
Health and Human Services to be in
the regulatory review period pursuant
to paragraph (c) of this section:

(i) The number of days in the periods
of paragraphs (c)(1) and (c)(2) of this
section which were on and before the
date on which the patent issued;

(ii) The number of days in the periods
of paragraphs (c)(1) and (c)(2) of this
section during which it is determined
under 35 U.S.C. 156(d)(2)(B) by the Sec-
retary of Health and Human Services
that applicant did not act with due
diligence;

(iii) One-half the number of days re-
maining in the period defined by para-
graph (c)(1) of this section after that
period is reduced in accordance with
paragraphs (d)(1) (i) and (ii) of this sec-
tion; half days will be ignored for pur-
poses of subtraction;

(2) By adding the number of days de-
termined in paragraph (d)(1) of this sec-
tion to the original term of the patent
as shortened by any terminal dis-
claimer;

(3) By adding 14 years to the date of
approval of the application under sec-
tion 515 of the Federal Food, Drug, and
Cosmetic Act or the date a product de-
velopment protocol was declared com-
pleted under section 515(f)(6) of the Act;

(4) By comparing the dates for the
ends of the periods obtained pursuant
to paragraphs (d)(2) and (d)(3) of this
section with each other and selecting
the earlier date;

(5) If the original patent was issued
after September 24, 1984,

(i) By adding 5 years to the original
expiration date of the patent or earlier
date set by terminal disclaimer; and

(ii) By comparing the dates obtained
pursuant to paragraphs (d)(4) and
(d)(5)(i) of this section with each other
and selecting the earlier date;

(6) If the original patent was issued
before September 24, 1984, and

(i) If no clinical investigation on hu-
mans involving the device was begun or
no product development protocol was
submitted under section 515(f)(5) of the
Federal Food, Drug, and Cosmetic Act
before September 24, 1984, by—

(A) Adding 5 years to the original ex-
piration date of the patent or earlier
date set by terminal disclaimer and

(B) By comparing the dates obtained
pursuant to paragraphs (d)(4) and
(d)(6)(i)(A) of this section with each
other and selecting the earlier date; or

(ii) If a clinical investigation on hu-
mans involving the device was begun or
a product development protocol was
submitted under section 515(f)(5) of the
Federal Food, Drug, and Cosmetic Act
before September 24, 1984 and the com-
mercial marketing or use of the prod-
uct was not approved before September
24, 1984, by

(A) Adding 2 years to the original ex-
piration date of the patent or earlier
date set by terminal disclaimer, and

(B) By comparing the dates obtained
pursuant to paragraphs (d)(4) and
(d)(6)(ii)(A) of this section with each
other and selecting the earlier date.

§ 1.778 Calculation of patent term ex-
tension for an animal drug product.

(a) If a determination is made pursu-
ant to § 1.750 that a patent for an ani-
mal drug is eligible for extension, the
term shall be extended by the time as
calculated in days in the manner indi-
cated by this section. The patent term
extension will run from the original ex-
piration date of the patent or any ear-
lier date set by terminal disclaimer
(§ 1.321).
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(b) The term of the patent for an ani-
mal drug will be extended by the
length of the regulatory review period
for the drug as determined by the Sec-
retary of Health and Human Services,
reduced as appropriate pursuant to
paragraphs (d)(1) through (d)(6) of this
section.

(c) The length of the regulatory re-
view period for an animal drug will be
determined by the Secretary of Health
and Human Services. Under 35 U.S.C.
156(g)(4)(B), it is the sum of—

(1) The number of days in the period
beginning on the earlier of the date a
major health or environmental effects
test on the drug was initiated or the
date an exemption under subsection (j)
of section 512 of the Federal Food,
Drug, and Cosmetic Act became effec-
tive for the approved animal drug and
ending on the date an application was
initially submitted for such animal
drug under section 512 of the Federal
Food, Drug, and Cosmetic Act; and

(2) The number of days in the period
beginning on the date the application
was initially submitted for the ap-
proved animal drug under subsection
(b) of section 512 of the Federal Food,
Drug, and Cosmetic Act and ending on
the date such application was approved
under such section.

(d) The term of the patent as ex-
tended for an animal drug will be de-
termined by—

(1) Subtracting from the number of
days determined by the Secretary of
Health and Human Services to be in
the regulatory review period:

(i) The number of days in the periods
of paragraphs (c)(1) and (c)(2) of this
section that were on and before the
date on which the patent issued;

(ii) The number of days in the periods
of paragraphs (c)(1) and (c)(2) of this
section during which it is determined
under 35 U.S.C. 156(d)(2)(B) by the Sec-
retary of Health and Human Services
that applicant did not act with due
diligence;

(iii) One-half the number of days re-
maining in the period defined by para-
graph (c)(1) of this section after that
period is reduced in accordance with
paragraphs (d)(1) (i) and (ii) of this sec-
tion; half days will be ignored for pur-
poses of subtraction;

(2) By adding the number of days de-
termined in paragraph (d)(1) of this sec-
tion to the original term of the patent
as shortened by any terminal dis-
claimer;

(3) By adding 14 years to the date of
approval of the application under sec-
tion 512 of the Federal Food, Drug, and
Cosmetic Act;

(4) By comparing the dates for the
ends of the periods obtained pursuant
to paragraphs (d)(2) and (d)(3) of this
section with each other and selecting
the earlier date;

(5) If the original patent was issued
after November 16, 1988, by—

(i) Adding 5 years to the original ex-
piration date of the patent or any ear-
lier date set by terminal disclaimer;
and

(ii) Comparing the dates obtained
pursuant to paragraphs (d)(4) and
(d)(5)(i) of this section with each other
and selecting the earlier date;

(6) If the original patent was issued
before November 16, 1988, and

(i) If no major health or environ-
mental effects test on the drug was ini-
tiated and no request was submitted
for an exemption under subsection (j)
of section 512 of the Federal Food,
Drug, and Cosmetic Act before Novem-
ber 16, 1988, by—

(A) Adding 5 years to the original ex-
piration date of the patent or earlier
date set by terminal disclaimer; and

(B) Comparing the dates obtained
pursuant to paragraphs (d)(4) and
(d)(6)(i)(A) of this section with each
other and selecting the earlier date; or

(ii) If a major health or environ-
mental effects test was initiated or a
request for an exemption under sub-
section (j) of section 512 of the Federal
Food, Drug, and Cosmetic Act was sub-
mitted before November 16, 1988, and
the application for commercial mar-
keting or use of the animal drug was
not approved before November 16, 1988,
by—

(A) Adding 3 years to the original ex-
piration date of the patent or earlier
date set by terminal disclaimer, and

(B) Comparing the dates obtained
pursuant to paragraphs (d)(4) and
(d)(6)(ii)(A) of this section with each
other and selecting the earlier date.

[54 FR 30381, July 20, 1989]
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§ 1.779 Calculation of patent term ex-
tension for a veterinary biological
product.

(a) If a determination is made pursu-
ant to § 1.750 that a patent for a veteri-
nary biological product is eligible for
extension, the term shall be extended
by the time as calculated in days in the
manner indicated by this section. The
patent term extension will run from
the original expiration date of the pat-
ent or any earlier date set by terminal
disclaimer (§ 1.321).

(b) The term of the patent for a vet-
erinary biological product will be ex-
tended by the length of the regulatory
review period for the product as deter-
mined by the Secretary of Agriculture,
reduced as appropriate pursuant to
paragraphs (d)(1) through (d)(6) of this
section.

(c) The length of the regulatory re-
view period for a veterinary biological
product will be determined by the Sec-
retary of Agriculture. Under 35 U.S.C.
156(g)(5)(B), it is the sum of—

(1) The number of days in the period
beginning on the date the authority to
prepare an experimental biological
product under the Virus-Serum-Toxin
Act became effective and ending on the
date an application for a license was
submitted under the Virus-Serum-
Toxin Act; and

(2) The number of days in the period
beginning on the date an application
for a license was initially submitted
for approval under the Virus-Serum-
Toxin Act and ending on the date such
license was issued.

(d) The term of the patent as ex-
tended for a veterinary biological prod-
uct will be determined by—

(1) Subtracting from the number of
days determined by the Secretary of
Agriculture to be in the regulatory re-
view period:

(i) The number of days in the periods
of paragraphs (c)(1) and (c)(2) of this
section that were on and before the
date on which the patent issued;

(ii) The number of days in the periods
of paragraphs (c)(1) and (c)(2) of this
section during which it is determined
under 35 U.S.C. 156(d)(2)(B) by the Sec-
retary of Agriculture that applicant
did not act with due diligence;

(iii) One-half the number of days re-
maining in the period defined by para-

graph (c)(1) of this section after that
period is reduced in accordance with
paragraphs (d)(1) (i) and (ii) of this sec-
tion; half days will be ignored for pur-
poses of subtraction;

(2) By adding the number of days de-
termined in paragraph (d)(1) of this sec-
tion to the original term of the patent
as shortened by any terminal dis-
claimer;

(3) By adding 14 years to the date of
the issuance of a license under the
Virus-Serum-Toxin Act;

(4) By comparing the dates for the
ends of the periods obtained pursuant
to paragraphs (d)(2) and (d)(3) of this
section with each other and selecting
the earlier date;

(5) If the original patent was issued
after November 16, 1988, by—

(i) Adding 5 years to the original ex-
piration date of the patent or any ear-
lier date set by terminal disclaimer;
and

(ii) Comparing the dates obtained
pursuant to paragraphs (d)(4) and
(d)(5)(i) of this section with each other
and selecting the earlier date;

(6) If the original patent was issued
before November 16, 1988, and

(i) If no request for the authority to
prepare an experimental biological
product under the Virus-Serum-Toxin
Act was submitted before November 16,
1988, by—

(A) Adding 5 years to the original ex-
piration date of the patent or earlier
date set by terminal disclaimer; and

(B) Comparing the dates obtained
pursuant to paragraphs (d)(4) and
(d)(6)(i)(A) of this section with each
other and selecting the earlier date; or

(ii) If a request for the authority to
prepare an experimental biological
product under the Virus-Serum-Toxin
Act was submitted before November 16,
1988, and the commercial marketing or
use of the product was not approved be-
fore November 16, 1988, by—

(A) Adding 3 years to the original ex-
piration date of the patent or earlier
date set by terminal disclaimer; and

(B) Comparing the dates obtained
pursuant to paragraphs (d)(4) and
(d)(6)(ii)(A) of this section with each
other and selecting the earlier date.

[52 FR 9394, Mar. 24, 1987, as amended at 54
FR 30382, July 20, 1989]
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§ 1.780 Certificate of extension of pat-
ent term.

If a determination is made pursuant
to § 1.750 that a patent is eligible for ex-
tension and that the term of the patent
is to be extended, a certificate of ex-
tension, under seal, or certificate of in-
terim extension under 35 U.S.C.
156(d)(5) will be issued to the applicant
for the extension of the patent term.
Such certificate will be recorded in the
official file of the patent and will be
considered as part of the original pat-
ent. Notification of the issuance of the
certificate of extension will be pub-
lished in the Official Gazette of the
Patent and Trademark Office. Notifica-
tion of the issuance of the certificate
of interim extension under 35 U.S.C.
156(d)(5), including the identity of the
product currently under regulatory re-
view, will be published in the Official
Gazette of the Patent and Trademark
Office and in the FEDERAL REGISTER.
No certificate of 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 made pursuant to § 1.750
will indicate that no certificate will
issue.

[60 FR 25618, May 12, 1995]

§ 1.785 Multiple applications for exten-
sion of term of the same patent or
of different patents for the same
regulatory review period for a
product.

(a) 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 is filed, the certificate of exten-
sion of patent term, if appropriate, will
be issued based upon the first filed ap-
plication for extension.

(b) If more than one application for
extension is filed by a single 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 ex-
tension pursuant to the requirements
of this subpart, in the absence of an
election by the applicant, the certifi-
cate of extension of patent term, if ap-
propriate, will be issued upon the appli-
cation 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 the
term of a patent based upon the same
regulatory review period as that relied
upon in one or more applications for
extension pursuant to the require-
ments of this subpart, the certificate of
extension of patent term will be issued
on the application only if the patent
owner or its agent is the holder of the
regulatory approval granted with re-
spect to the regulatory review period.

(d) An application for extension shall
be considered complete and formal re-
gardless of whether it contains the
identification of the holder of the regu-
latory approval granted with respect to
the regulatory review period. When an
application contains such information,
or is amended to contain such informa-
tion, it will be considered in determin-
ing 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 less than
one month whenever multiple applica-
tions 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 ap-
plicant is not the holder of the regu-
latory approval.

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

[60 FR 25618, May 12, 1995, as amended at 62
FR 53201, Oct. 10, 1997]

§ 1.790 Interim extension of patent
term under 35 U.S.C. 156(d)(5).

(a) 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), (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 expira-
tion of the patent term in effect may
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submit one or more applications for in-
terim extensions for periods of up to
one year each. The initial application
for interim extension must be filed dur-
ing the period beginning 6 months and
ending 15 days before the patent term
is due to expire. Each subsequent appli-
cation for interim extension must be
filed 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 in-
terim extension under this section
shall include all of the information re-
quired for a formal application under
§ 1.740 and a complete application under
§ 1.741. Sections (a)(1), (a)(2), (a)(4), and
(a)(6)–(a)(17) of § 1.740 and § 1.741 shall be
read in the context of a product cur-
rently undergoing regulatory review.
Sections (a)(3) and (a)(5) of § 1.740 are
not applicable to an application for in-
terim 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 state-
ment that the regulatory review period
has not been completed along with any
materials or information required
under §§ 1.740 and 1.741 that are not
present in the preceding interim exten-
sion application.

[60 FR 25619, May 12, 1995]

§ 1.791 Termination of interim exten-
sion granted prior to regulatory ap-
proval of a product for commercial
marketing or use.

Any interim extension granted under
35 U.S.C. 156(d)(5) terminates at the end
of the 60-day period beginning on the
date on which the product involved re-
ceives permission for commercial mar-
keting or use. If within that 60-day pe-
riod the patent owner or its agent files
an application for extension under
§§ 1.740 and 1.741 including any addi-
tional information required under 35
U.S.C. 156(d)(1) not contained in the ap-
plication for interim extension, the
patent shall be further extended in ac-

cordance with the provisions of 35
U.S.C. 156.

[60 FR 25619, May 12, 1995]

Subpart G—Biotechnology
Invention Disclosures

DEPOSIT OF BIOLOGICAL MATERIAL

SOURCE: 54 FR 34880, Aug. 22, 1989, unless
otherwise noted.

§ 1.801 Biological material.

For the purposes of these regulations
pertaining to the deposit of biological
material for purposes of patents for in-
ventions under 35 U.S.C. 101, the term
biological material shall include mate-
rial that is capable of self-replication
either directly or indirectly. Rep-
resentative examples include bacteria,
fungi including yeast, algae, protozoa,
eukaryotic cells, cell lines,
hybridomas, plasmids, viruses, plant
tissue cells, lichens and seeds. Viruses,
vectors, cell organelles and other non-
living material existing in and repro-
ducible from a living cell may be de-
posited by deposit of the host cell capa-
ble of reproducing the non-living mate-
rial.

§ 1.802 Need or opportunity to make a
deposit.

(a) Where an invention is, or relies
on, a biological material, the disclo-
sure may include reference to a deposit
of such biological material.

(b) Biological material need not be
deposited unless access to such mate-
rial is necessary for the satisfaction of
the statutory requirements for patent-
ability under 35 U.S.C. 112. If a deposit
is necessary, it shall be acceptable if
made in accordance with these regula-
tions. Biological material need not be
deposited, inter alia, if it is known and
readily avaliable to the public or can
be made or isolated without undue ex-
perimentation. Once deposited in a de-
pository complying with these regula-
tions, a biological material will be con-
sidered to be readily available even
though some requirement of law or reg-
ulation of the United States or of the
country in which the depository insti-
tution is located permits access to the
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