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organization to the extent that it as-
sumes one or more obligations of the
sponsor.

[40 FR 13823, Mar. 27, 1975, as amended at 41
FR 48268, Nov. 2, 1976; 42 FR 15675, Mar. 22,
1977; 50 FR 7517, Feb. 22, 1985; 50 FR 16668,
Apr. 26, 1985; 52 FR 8847, Mar. 19, 1987; 54 FR
18280, Apr. 28, 1989; 57 FR 6475, Feb. 25, 1992;
62 FR 40599, July 29, 1997]
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AUTHORITY: 21 U.S.C. 351, 352, 360b, 371, 379e,
381.

SOURCE: 40 FR 13825, Mar. 27, 1975, unless
otherwise noted.

Subpart A—General Provisions
§ 514.1 Applications.

(a) Applications to be filed under sec-
tion 512(b) of the act shall be submitted
in the form described in paragraph (b)
of this section. If any part of the appli-
cation is in a foreign language, an ac-
curate and complete English trans-
lation shall be appended to such part.
Translations of literature printed in a
foreign language shall be accompanied
by copies of the original publication.
The application must be signed by the
applicant or by an authorized attorney,
agent, or official. If the applicant or
such authorized representative does
not reside or have a place of business
within the United States, the applica-
tion must also furnish the name and
post office address of, and must be
countersigned by, an authorized attor-
ney, agent, or official residing or main-
taining a place of business within the
United States. Pertinent information
may be incorporated in, and will be
considered as part of, an application on
the basis of specific reference to such
information, including information
submitted under the provisions of
§ 511.1 of this chapter, in the files of the
Food and Drug Administration; how-
ever, the reference must be specific in
identifying the information. Any ref-
erence to information furnished by a
person other than the applicant may
not be considered unless its use is au-
thorized in a written statement signed
by the person who submitted it.

(b) Applications for new animal drugs
shall be submitted in triplicate and as-
sembled in the manner prescribed by
paragraph (b)(15) of this section, and
shall include the following informa-
tion:

(1) Identification. Whether the submis-
sion is an original or supplemental ap-
plication; the name and the address of
the applicant; the date of the applica-
tion; the trade name(s) (if one has been
proposed) and chemical name(s) of the
new animal drug. Upon receipt, the ap-
plication will be assigned a number
NADA ———, which shall be used for

VerDate 11<MAY>2000 13:57 May 15, 2000 Jkt 190066 PO 00000 Frm 00058 Fmt 8010 Sfmt 8010 Y:\SGML\190066T.XXX pfrm02 PsN: 190066T


		Superintendent of Documents
	2015-01-05T14:24:21-0500
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




