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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.

D) The rights derived from any patent the term of which is extended under
this paragraph shall, during the period of interim extension—

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

(i) in the 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

(i) in the 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.

(e)(1) A determination that a patent is eligible for extension may be made by the Commissioner
solely on the basis of the representations contained in the application for the extension. If the
Commissioner 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
Commissioner shall issue to the applicant for the extension of the term of the patent a certificate of
extension, under seal, 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 original patent.

(2) If the term 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 Commissioner shall extend,
until such determination is made, the term of the patent for periods of up to one
year if he determines that the patent is eligible for extension.

()  For purposes of this section:

1) The term “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—
4a) a new 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) or

B) 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) 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
active ingredient, as a single entity or in combination with another active
ingredient.

3) The term “major health or environmental effects test” means a test which is
reasonably related to the evaluation of the health or environmental effects of a
product, which requires at 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 a test required at least six months.

(4)(A) Any reference to section 351 is a reference to section 351 of the Public Health
Service Act.
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(®)

(6)

M

®)

(B) Any reference to section 503, 505, 507, 512, or 515 is a reference to section
503, 505, 507, 512, or 515 of the Federal Food, Drug and Cosmetic Act.
© Any reference to the Virus-Serum-Toxin Act is a reference to the Act of

March 4, 1913 (21 U.S.C. 151 - 158).

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

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

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

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.

(g) For purposes of this section, the term “regulatory review period” has the following

meanings:

&)

2)(A)

3®W

In the case of a product which is a new drug, antibiotic drug, or human biological
product, the term means the period described in subparagraph (B) to which the
limitation described in paragraph (6) applies.

(B) The regulatory review period for a new drug, antibiotic drug, or human
biological product is the sum of --

(1)  the period beginning on the date an exemption under subsection (i)
of section 505 or subsection (d) of section 507 became effective for the
approved product and ending on the date an application was initially
submitted for such drug product under section 351, 505, or 507, and

(11) the period beginning on the date the application was initially
submitted for the approved product under section 351, subsection (b)
of section 505, or section 507 and ending on the date such
application was approved under such section.

In the case of a product which is a food additive or color additive, the term means
the period described in subparagraph (B) to which the limitation described in
paragraph (6) applies.

B) The regulatory review period for a food or color additive is the sum of —

(1)  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 submitted with respect to the product under
the Federal Food, Drug, and Cosmetic Act requesting the issuance of
a regulation for use of the product, and

(11)  the period beginning on the date a petition was initially submitted
with respect to the product under the Federal Food, Drug, and
Cosmetic Act requesting 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 regulation, ending on the date such
objections were resolved and commercial marketing was permitted
or, if commercial marketing was permitted and later revoked
pending further proceedings as a result of such objections, ending on
the date such proceedings were finally resolved and commercial
marketing was permitted.

In the case of a product which is a medical device, the term means the period
described in subparagraph (B) to which the limitation described in paragraph (6)
applies.

B) The regulatory review period for a medical device is the sum of —
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(1)  the period beginning on the date a clinical investigation on humans
involving the device was begun and ending on the date an
application was initially submitted with respect to the device under
section 515, and

(ii) the period beginning on the date an application was initially
submitted with respect to the device under section 515 and ending
on the date such application was approved under such Act or the
period beginning on the date a notice of completion of a product
development protocol was initially submitted under section 515(f)(5)
and ending on the date the protocol was declared completed under
section 515(f)(6).

(4)(A) In the case of a product which is a new animal drug, the term means the period
described in subparagraph (B) to which the limitation described in paragraph (6)

B

(6)

applies.
(B)

The regulatory review period for a new animal drug product is the sum of

(1)  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 became effective for the approved new animal drug product and
ending on the date an application was initially submitted for such
animal drug product under section 512, and

(i) the period beginning on the date the application was initially
submitted for the approved animal drug product under subsection
(b) of section 512 and ending on the date such application was
approved under such section.

In the case of a product which is a veterinary biological product, the term means
the period described in subparagraph (B) to which the limitation described in
paragraph (6) applies.

B

The regulatory period for a veterinary biological product is the sum of —

(1) 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

(ii) 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.

A period determined under any of the preceding paragraphs is subject to the
following limitations:

4

B

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.

If the patent involved was issued before the date of the enactment of this
section and —

(i)  norequest 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,

(i) no major health or environment effects test described in paragraph
(2)(B) or (4)(B) was initiated and no petition for a regulation or
application for registration described in such paragraph was
submitted, or
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(ili) no clinical 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 five years.

©) 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 a new
animal drug or veterinary biological product (as those terms are used in
the Federal Food, Drug, and Cosmetic Act or the Virus-Serum-Toxin Act),
three years.

(h) The Commissioner may establish such fees as the Commissioner determines appropriate to
cover the costs to the Office of receiving and acting upon applications under this section.

(Added Sept. 24, 1984, Public Law 98-417, sec. 201, 98 Stat. 1598; amended Nov. 16, 1988, Public Law 100-670,
sec. 201, 102 Stat. 3971; Dec. 3, 1993, Public Law 103-179, sec. 5, 107 Stat. 2040; subsection (a)(2) amended, Dec
8, 1994, Public Law 103-465, sec. 532, 108 Stat. 4809, effective June 8, 1995.)

35 U.S.C. 157 Statutory invention registration.

(a) Notwithstanding any other provision of this title, the Commissioner is authorized to
publish a statutory invention registration containing the specification and drawings of a regularly
filed application for a patent without examination if the applicant —

)] meets the requirements of section 112 of this title;

) has complied with the requirements for printing; as set forth in regulations of the
Commissioner;

3) waives the right to receive a patent on the invention within such period as may be

prescribed by the Commissioner; and

(4) pays application, publication, and other processing fees established by the
Commissioner.

If an interference is declared with respect to such an application, a statutory invention
registration may not be published unless the issue of priority of invention is finally determined in
favor of the applicant.

(b) The waiver under subsection (a)(3) of this section by an applicant shall take effect upon
publication of the statutory invention registration.

(c) A statutory invention registration published pursuant to this section shall have all of the
attributes specified for patents in this title except those specified in section 183 and sections 271
through 289 of this title. A statutory invention registration shall not have any of the attributes
specified for patents in any other provision of law other than this title. A statutory invention
registration published pursuant to this section shall give appropriate notice to the public, pursuant
to regulations which the Commissioner shall issue, of the preceding provisions of this subsection.
The invention with respect to which a statutory invention certificate is published is not a patented
invention for purposes of section 292 of this title.

(d) The Secretary of Commerce shall report to the Congress annually on the use of statutory
invention registrations. Such report shall include an assessment of the degree to which agencies of
the federal government are making use of the statutory invention registration system, the degree to
which it aids the management of federally developed technology, and an assessment of the cost
savings to the Federal Government of the uses of such procedures.

(Added Nov. 8, 1984, Public Law 98-662, sec. 102, 98 Stat. 3383.)
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CHAPTER 15-PLANT PATENTS

Sec.

161 Patents for plants.

162 Description, claim.

163 Grant.

164 Assistance of the Department of Agriculture.

35 U.S.C. 161 Patents for plants.

~ Whoever invents or discovers and asexually reproduces any distinct and new variety of plant,
including cultivated sports, mutants, hybrids, and newly found seedlings, other than a tuber

propagated plant or a plant found in an uncultivated state, may obtain a patent therefor, subject to
the conditions and requirements of this title.

The provisions of this title relating to patents for inventions shall apply to patents for plants,
except as otherwise provided.

(Amended Sept. 3, 1954, 68 Stat. 1190.)
35 U.S.C. 162 Description, claim.

No plant patent shall be declared invalid for noncompliance with section 112 of this title if the
description is as complete as is reasonably possible. '

The claim in the specification shall be in formal terms to the plant shown and described.
35 U.S.C. 163 Grant.

In the case of a plant patent the grant shall be of the right to exclude others from asexually
reproducing the plant or selling or using the plant so reproduced.

35 U.S.C. 164 Assistance of the Department of Agriculture.

The President may by Executive order direct the Secretary of Agriculture, in accordance with the
requests of the Commissioner, for the purpose of carrying into effect the provisions of this title with
respect to plants

(1) to furnish available information of the Department of Agriculture,

2) to conduct through the appropriate bureau or division of the Department research
upon special problems, or

3) to detail to the Commissioner officers and employees of the Department.





