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have conducted or sponsored the study
if the applicant’s financial contribu-
tion to the study is less than 50 percent
or the applicant did not sponsor the in-
vestigational new drug. A predecessor
in interest is an entity, e.g., a corpora-
tion, that the applicant has taken over,
merged with, or purchased, or from
which the applicant has purchased all
rights to the drug. Purchase of non-
exclusive rights to a clinical investiga-
tion after it is completed is not suffi-
cient to satisfy this definition.

(k) Financial certification or disclosure
statement. The application shall contain
a financial certification or disclosure
statement or both as required by part
54 of this chapter.

(l) Format of an original application.
(1) The applicant shall submit a com-
plete archival copy of the application
that contains the information required
under paragraphs (a) through (f) of this
section. FDA will maintain the archi-
val copy during the review of the appli-
cation to permit individual reviewers
to refer to information that is not con-
tained in their particular technical
sections of the application, to give
other agency personnel access to the
application for official business, and to
maintain in one place a complete copy
of the application. An applicant may
submit on microfiche the portions of
the archival copy of the application de-
scribed in paragraphs (b) through (d) of
this section. Information relating to
samples and labeling (including, if ap-
plicable, any Medication Guide re-
quired under part 208 of this chapter),
described in paragraph (e) of this sec-
tion, is required to be submitted in
hard copy. Tabulations of patient data
and case report forms, described in
paragraph (f) of this section, may be
submitted on microfiche only if the ap-
plicant and FDA agree. If FDA agrees,
the applicant may use another suitable
microform system.

(2) The applicant shall submit a re-
view copy of the application. Each of
the technical sections, described in
paragraphs (d)(1) through (d)(6) of this
section, in the review copy is required
to be separately bound with a copy of
the application form required under
paragraph (a) of this section and a copy
of the summary required under para-
graph (c) of this section.

(3) The applicant shall submit a field
copy of the application that contains
the technical section described in para-
graph (d)(1) of this section, a copy of
the application form required under
paragraph (a) of this section, a copy of
the summary required under paragraph
(c) of this section, and a certification
that the field copy is a true copy of the
technical section described in para-
graph (d)(1) of this section contained in
the archival and review copies of the
application.

(4) The applicant may obtain from
FDA sufficient folders to bind the ar-
chival, the review, and the field copies
of the application.

(Collection of information requirements ap-
proved by the Office of Management and
Budget under control number 0910–0001)

[50 FR 7493, Feb. 22, 1985; 50 FR 14212, Apr. 11,
1985, as amended at 50 FR 16668, Apr. 26, 1985;
50 FR 21238, May 23, 1985; 52 FR 8847, Mar. 19,
1987; 55 FR 11580, Mar. 29, 1990; 57 FR 17982,
Apr. 28, 1992; 58 FR 47351, Sept. 8, 1993; 59 FR
13200, Mar. 21, 1994; 59 FR 50361, Oct. 3, 1994;
59 FR 60051, Nov. 21, 1994; 62 FR 40599, July 29,
1997; 63 FR 5252, Feb. 2, 1998; 63 FR 6862, Feb.
11, 1998; 63 FR 66398, Dec. 1, 1998; 63 FR 66670,
Dec. 2, 1998; 64 FR 401, Jan. 5, 1999; 65 FR
56479, Sept. 19, 2000]

§ 314.52 Notice of certification of inva-
lidity or noninfringement of a pat-
ent.

(a) Notice of certification. For each
patent which claims the drug or drugs
on which investigations that are relied
upon by the applicant for approval of
its application were conducted or
which claims a use for such drug or
drugs and which the applicant certifies
under § 314.50(i)(1)(i)(A)(4) that a patent
is invalid, unenforceable, or will not be
infringed, the applicant shall send no-
tice of such certification by registered
or certified mail, return receipt re-
quested to each of the following per-
sons:

(1) Each owner of the patent that is
the subject of the certification or the
representative designated by the owner
to receive the notice. The name and ad-
dress of the patent owner or its rep-
resentative may be obtained from the
United States Patent and Trademark
Office; and

(2) The holder of the approved appli-
cation under section 505(b) of the act
for each drug product which is claimed
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by the patent or a use of which is
claimed by the patent and for which
the applicant is seeking approval, or, if
the application holder does not reside
or maintain a place of business within
the United States, the application
holder’s attorney, agent, or other au-
thorized official. The name and address
of the application holder or its attor-
ney, agent, or authorized official may
be obtained from the Division of Drug
Information Resources (HFD–80), Cen-
ter for Drug Evaluation and Research,
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857.

(3) This paragraph does not apply to
a use patent that claims no uses for
which the applicant is seeking ap-
proval.

(b) Sending the notice. The applicant
shall send the notice required by para-
graph (a) of this section when it re-
ceives from FDA an acknowledgment
letter stating that its application has
been filed. At the same time, the appli-
cant shall amend its application to in-
clude a statement certifying that the
notice has been provided to each person
identified under paragraph (a) of this
section and that the notice met the
content requirement under paragraph
(c) of this section.

(c) Content of a notice. In the notice,
the applicant shall cite section
505(b)(3)(B) of the act and shall include,
but not be limited to, the following in-
formation:

(1) A statement that a 505(b)(2) appli-
cation submitted by the applicant has
been filed by FDA.

(2) The application number.
(3) The established name, if any, as

defined in section 502(e)(3) of the act, of
the proposed drug product.

(4) The active ingredient, strength,
and dosage form of the proposed drug
product.

(5) The patent number and expiration
date, as submitted to the agency or as
known to the applicant, of each patent
alleged to be invalid, unenforceable, or
not infringed.

(6) A detailed statement of the fac-
tual and legal basis of the applicant’s
opinion that the patent is not valid,
unenforceable, or will not be infringed.
The applicant shall include in the de-
tailed statement:

(i) For each claim of a patent alleged
not to be infringed, a full and detailed
explanation of why the claim is not in-
fringed.

(ii) For each claim of a patent al-
leged to be invalid or unenforceable, a
full and detailed explanation of the
grounds supporting the allegation.

(7) If the applicant does not reside or
have a place of business in the United
States, the name and address of an
agent in the United States authorized
to accept service of process for the ap-
plicant.

(d) Amendment to an application. If an
application is amended to include the
certification described in § 314.50(i), the
applicant shall send the notice required
by paragraph (a) of this section at the
same time that the amendment to the
application is submitted to FDA.

(e) Documentation of receipt of notice.
The applicant shall amend its applica-
tion to document receipt of the notice
required under paragraph (a) of this
section by each person provided the no-
tice. The applicant shall include a copy
of the return receipt or other similar
evidence of the date the notification
was received. FDA will accept as ade-
quate documentation of the date of re-
ceipt a return receipt or a letter ac-
knowledging receipt by the person pro-
vided the notice. An applicant may
rely on another form of documentation
only if FDA has agreed to such docu-
mentation in advance. A copy of the
notice itself need not be submitted to
the agency.

(f) Approval. If the requirements of
this section are met, the agency will
presume the notice to be complete and
sufficient, and it will count the day fol-
lowing the date of receipt of the notice
by the patent owner or its representa-
tive and by the approved application
holder as the first day of the 45-day pe-
riod provided for in section 505(c)(3)(C)
of the act. FDA may, if the applicant
amends its application with a written
statement that a later date should be
used, count from such later date.

[59 FR 50362, Oct. 3, 1994]

§ 314.53 Submission of patent informa-
tion.

(a) Who must submit patent informa-
tion. This section applies to any appli-
cant who submits to FDA a new drug
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