
311

Food and Drug Administration, HHS § 60.1

the results of the study to the Food
and Drug Administration.

[43 FR FR 60013, Dec. 22, 1978, as amended at
50 FR 8995, Mar. 6, 1985]

§ 58.219 Reinstatement of a disquali-
fied testing facility.

A testing facility that has been dis-
qualified may be reinstated as an ac-
ceptable source of nonclinical labora-
tory studies to be submitted to the
Food and Drug Administration if the
Commissioner determines, upon an
evaluation of the submission of the
testing facility, that the facility can
adequately assure that it will conduct
future nonclinical laboratory studies in
compliance with the good laboratory
practice regulations set forth in this
part and, if any studies are currently
being conducted, that the quality and
integrity of such studies have not been
seriously compromised. A disqualified
testing facility that wishes to be so re-
instated shall present in writing to the
Commissioner reasons why it believes
it should be reinstated and a detailed
description of the corrective actions it
has taken or intends to take to assure
that the acts or omissions which led to
its disqualification will not recur. The
Commissioner may condition rein-
statement upon the testing facility
being found in compliance with the
good laboratory practice regulations
upon an inspection. If a testing facility
is reinstated, the Commissioner shall
so notify the testing facility and all or-
ganizations and persons who were noti-
fied, under § 58.213 of the disqualifica-
tion of the testing facility. A deter-
mination that a testing facility has
been reinstated is disclosable to the
public under part 20 of this chapter.
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Subpart A—General Provisions

§ 60.1 Scope.
(a) This part sets forth procedures

and requirements for the Food and
Drug Administration’s review of appli-
cations for the extension of the term of
certain patents under 35 U.S.C. 156.
Patent term restoration is available
for certain patents related to drug
products (as defined in 35 U.S.C.
156(f)(2)), and to medical devices, food
additives, or color additives subject to
regulation under the Federal Food,
Drug, and Cosmetic Act or the Public
Health Service Act. Food and Drug Ad-
ministration actions in this area in-
clude:

(1) Assisting the United States Pat-
ent and Trademark Office in deter-
mining eligibility for patent term res-
toration;

(2) Determining the length of a prod-
uct’s regulatory review period;

(3) If petitioned, reviewing and ruling
on due diligence challenges to the Food
and Drug Administration’s regulatory
review period determinations; and
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(4) Conducting hearings to review ini-
tial Food and Drug Administration
findings on due diligence challenges.

(b) References in this part to the
Code of Federal Regulations are to
chapter I of title 21, unless otherwise
noted.

[53 FR 7305, Mar. 7, 1988, as amended at 57 FR
56261, Nov. 27, 1992]

§ 60.2 Purpose.
(a) The purpose of this part is to es-

tablish a thorough yet efficient process
for the Food and Drug Administration
review of patent term restoration ap-
plications. To achieve this purpose, the
regulations are intended to:

(1) Facilitate determinations of pat-
ent term restoration eligibility and
regulatory review period length, and

(2) Ensure that parties interested in
due diligence challenges will have an
opportunity to participate in that
process, including informal hearings.

(b) The regulations are intended to
complement those promulgated by the
United States Patent and Trademark
Office to implement those parts of the
law which are under that agency’s ju-
risdiction. These regulations shall be
construed in light of these objectives.

§ 60.3 Definitions.
(a) The definitions contained in 35

U.S.C. 156 apply to those terms when
used in this part.

(b) The following definitions of terms
apply to this part:

(1) The term Act means the Federal
Food, Drug, and Cosmetic Act (secs.
201–901, 52 Stat. 1040 et seq. as amended
(21 U.S.C. 301–392)).

(2) Active ingredient means any com-
ponent that is intended to furnish
pharmacological activity or other di-
rect effect in the diagnosis, cure, miti-
gation, treatment, or prevention of dis-
ease, or to affect the structure or any
function of the body of man or of ani-
mals. The term includes those compo-
nents that may undergo chemical
change in the manufacture of the drug
product and be present in the drug
product in a modified form intended to
furnish the specified activity or effect.

(3) Applicant means any person who
submits an application or an amend-
ment or supplement to an application

under 35 U.S.C. 156 seeking patent term
restoration.

(4) Application means an application
for patent term restoration submitted
under 35 U.S.C. 156.

(5) Clinical investigation or study
means any experiment that involves a
test article and one or more subjects
and that is either subject to require-
ments for prior submission to the Food
and Drug Administration under section
505(i), 512(j), or 520(g) of the Federal
Food, Drug, and Cosmetic Act, or is
not subject to the requirements for
prior submission to FDA under those
sections of the Federal Food, Drug, and
Cosmetic Act, but the results of which
are intended to be submitted later to,
or held for inspection by, FDA as part
of an application for a research or mar-
keting permit. The term does not in-
clude experiments that are subject to
the provisions of part 58 regarding non-
clinical laboratory studies.

(6) Color additive means any sub-
stance that meets the definition in sec-
tion 201(t) of the Act and which is sub-
ject to premarketing approval under
section 721 of the Act.

(7) Due diligence petition means a peti-
tion submitted under § 60.30(a).

(8) FDA means the Food and Drug
Administration.

(9) Food additive means any substance
that meets the definition in section
201(s) of the Act and which is subject to
premarketing approval under section
409 of the Act.

(10) Human drug product means the
active ingredient of a new drug or
human biologic product (as those terms
are used in the 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.

(11) Marketing applicant means any
person who submits an application for
premarketing approval by FDA under:

(i) Section 505(b) of the Act or section
351 of the Public Health Service Act
(human drug products);

(ii) Section 515 of the Act (medical
devices);

(iii) Section 409 or 721 of the Act
(food and color additives); or

(iv) Section 512 of the Act (animal
drug products).
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(12) Marketing application means an
application for:

(i) Human drug products submitted
under section 505(b) of the Act or sec-
tion 351 of the Public Health Service
Act;

(ii) Medical devices submitted under
section 515 of the Act;

(iii) Food and color additives sub-
mitted under section 409 or 721 of the
Act; or

(iv) Animal drug products submitted
under section 512 of the Act.

(13) Medical device means any article
that meets the definition in section
201(h) of the Act and which is subject
to premarketing approval under sec-
tion 515 of the Act.

(14) Product means a human drug
product, animal drug product, medical
device, food additive, or color additive,
as those terms are defined in this sec-
tion.

(15) PTO means the United States
Patent and Trademark Office.

(16) Animal drug product means the
active ingredient of a new animal drug
(as that term is used in the Act) that is
not primarily manufactured using re-
combinant deoxyribonucleic acid
(DNA), recombinant ribonucleic acid
(RNA), hybridoma technology, or other
processes involving site-specific ge-
netic manipulation techniques, includ-
ing any salt or ester of the active in-
gredient, as a single entity or in com-
bination with another active ingre-
dient.

[53 FR 7305, Mar. 7, 1988, as amended at 57 FR
56261, Nov. 27, 1992; 64 FR 399, Jan. 5, 1999]

Subpart B—Eligibility Assistance

§ 60.10 FDA assistance on eligibility.
(a) Upon written request from the

U.S. Patent and Trademark Office,
FDA will assist the U.S. Patent and
Trademark Office in determining
whether a patent related to a product
is eligible for patent term restoration
as follows:

(1) Verifying whether the product
was subject to a regulatory review pe-
riod before its commercial marketing
or use;

(2) For human drug products, food ad-
ditives, color additives, and medical

devices, determining whether the per-
mission for commercial marketing or
use of the product after the regulatory
review period is the first permitted
commercial marketing or use of the
product either:

(i) Under the provision of law under
which the regulatory review period oc-
curred; or

(ii) Under the process claimed in the
patent when the patent claims a meth-
od of manufacturing the product that
primarily uses recombinant deoxyribo-
nucleic acid (DNA) technology in the
manufacture of the product;

(3) For animal drug products, deter-
mining whether the permission for
commercial marketing or use of the
product after the regulatory review pe-
riod:

(i) Is the first permitted commercial
marketing or use of the product; or

(ii) Is the first permitted commercial
marketing or use of the product for ad-
ministration to a food-producing ani-
mal, whichever is applicable, under the
provision of law under which the regu-
latory review period occurred;

(4) Informing the U.S. Patent and
Trademark Office whether the patent
term restoration application was sub-
mitted within 60 days after the product
was approved for marketing or use, or,
if the product is an animal drug ap-
proved for use in a food-producing ani-
mal, verifying whether the application
was filed within 60 days of the first ap-
proval for marketing or use in a food-
producing animal; and

(5) Providing the U.S. Patent and
Trademark Office with any other infor-
mation relevant to the U.S. Patent and
Trademark Office’s determination of
whether a patent related to a product
is eligible for patent term restoration.

(b) FDA will notify the U.S. Patent
and Trademark Office of its findings in
writing, send a copy of this notifica-
tion to the applicant, and file a copy of
the notification in the docket estab-
lished for the application in FDA’s
Dockets Management Branch (HFA–
305), rm. 1–23, 12420 Parklawn Dr.,
Rockville, MD 20857.

[57 FR 56261, Nov. 27, 1992]
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