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Food and Drug Administration, HHS § 514.100 

drug caused or contributed to an ad-
verse event. 

[68 FR 15365, Mar. 31, 2003] 

§ 514.100 Evaluation and comment on 
applications. 

(a) After the filed application has 
been evaluated, the applicant will be 
furnished written comment on any ap-
parent deficiencies in the application. 

(b) When the description of the meth-
ods used in, and the facilities and con-
trols used for, the manufacture, proc-
essing, and packing of such new animal 
drug appears adequate on its face, but 
it is not feasible to reach a conclusion 
as to the safety and effectiveness of the 
new animal drug solely from consider-
ation of this description, the applicant 
may be notified that an establishment 
inspection is required to verify their 
adequacy. 

(c) A request for samples of a new 
animal drug or any edible tissues and 
byproducts of animals treated with 
such a drug, shall specify the quantity 
deemed adequate to permit tests of an-
alytical methods to determine their 
adequacy for regulatory purposes. The 
request should be made as early in the 
180-day period as possible to assure 
timely completion. The date used for 
computing the 180-day limit for the 
purposes of section 512(c) of the act 
shall be moved forward 1 day for each 
day after the mailing date of the re-
quest until all of the requested samples 
are received. If the samples are not re-
ceived within 90 days after the request, 
the application will be considered with-
drawn without prejudice. 

(d) The information contained in an 
application may be insufficient to de-
termine whether a new animal drug is 
safe or effective in use if it fails to in-
clude (among other things) a statement 
showing whether such drug is to be 
limited to prescription sale and exempt 
under section 502(f) of the act from the 
requirement that its labeling bear ade-
quate directions for lay use. If such 
drug is to be exempt, the information 
may also be insufficient if: 

(1) The specimen labeling proposed 
fails to bear adequate information for 
professional use including indications, 
effects, dosages, routes, methods, and 
frequency and duration of administra-
tion and any relevant hazards, contra-

indications, side effects, and pre-
cautions under which practitioners li-
censed by law to administer such drug 
can use the drug for the purposes for 
which it is intended, including all pur-
poses for which it is to be advertised, 
or represented, in accordance with 
§ 201.105 of this chapter, and informa-
tion concerning hazards, contraindica-
tions, side effects, and precautions rel-
evant with respect to any uses for 
which such drug is to be prescribed. 

(2) The application fails to show that 
the labeling and advertising of such 
drug will offer the drug for use only 
under those conditions for which it is 
offered in the labeling that is part of 
the application. 

(3) The application fails to show that 
all labeling that furnishes or purports 
to furnish information for professional 
use of such drug will contain, in the 
same language and emphasis, the infor-
mation for use including indications, 
effects, dosages, routes, methods, and 
frequency and duration of administra-
tion and any relevant warnings, haz-
ards, contraindications, side effects, 
and precautions, which is contained in 
the labeling that is part of the applica-
tion in accordance with § 201.105 of this 
chapter. 

(e) The information contained in an 
application will be considered insuffi-
cient to determine whether a new ani-
mal drug is safe and effective for use 
when there is a refusal or failure upon 
written notice to furnish inspectors au-
thorized by the Food and Drug Admin-
istration an adequate opportunity to 
inspect the facilities, controls, and 
records pertinent to the application. 

(f) On the basis of preliminary con-
sideration of an application or supple-
mental application containing type-
written or other draft labeling in lieu 
of final printed labeling, an applicant 
may be informed that such application 
is approvable when satisfactory final 
printed labeling identical in content to 
such draft copy is submitted. 

(g) When an application has been 
found incomplete on the basis of a need 
for the kind of information described 
in § 514.6, such application shall be con-
sidered withdrawn without prejudice to 
future filing on the date of issuance of 
the letter citing the inadequacies con-
tained in the application, unless within 
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30 days the sponsor chooses to avail 
himself of the opportunity for hearing 
as prescribed by § 514.111. 

§ 514.105 Approval of applications. 

(a) The Commissioner shall forward 
for publication in the FEDERAL REG-
ISTER a regulation prescribing the con-
ditions under which the new animal 
drug may be used, including the name 
and address of the applicant; the condi-
tions and indications for use covered 
by the application; any tolerance, 
withdrawal period, or other use restric-
tions; any tolerance required for the 
new animal drug substance or its me-
tabolites in edible products of food-pro-
ducing animals; and, if such new ani-
mal drug is intended for use in animal 
feed, appropriate purposes and condi-
tions of use (including special labeling 
requirements) applicable to any animal 
feed; and such other information the 
Commissioner deems necessary to as-
sure safe and effective use. 

(b) He shall notify the applicant by 
sending him a copy of the proposed 
publication as described in paragraph 
(a)(1) of this section. 

[40 FR 13825, Mar. 27, 1975, as amended at 51 
FR 7392, Mar. 3, 1986; 64 FR 63203, Nov. 19, 
1999] 

§ 514.106 Approval of supplemental ap-
plications. 

(a) Within 180 days after a supple-
ment to an approved application is 
filed pursuant to § 514.8, the Commis-
sioner shall approve the supplemental 
application in accordance with proce-
dures set forth in § 514.105(a)(1) and (2) 
if he/she determines that the applica-
tion satisfies the requirements of ap-
plicable statutory provisions and regu-
lations. 

(b) The Commissioner will assign a 
supplemental application to its proper 
category to ensure processing of the 
application. 

(1) Category I. Supplements that ordi-
narily do not require a reevaluation of 
any of the safety or effectiveness data 
in the parent application. Category I 
supplements include the following: 

(i) A corporate change that alters the 
identity or address of the sponsor of 
the new animal drug application 
(NADA). 

(ii) The sale, purchase, or construc-
tion of manufacturing facilities. 

(iii) The sale or purchase of an 
NADA. 

(iv) A change in container, container 
style, shape, size, or components. 

(v) A change in approved labeling 
(color, style, format, addition, dele-
tion, or revision of certain statements, 
e.g., trade name, storage, expiration 
dates, etc). 

(vi) A change in promotional mate-
rial for a prescription new animal drug 
not exempted by § 514.8(c)(2)(i)(C)(1) 
through (c)(2)(i)(C)(3). 

(vii) Changes in manufacturing proc-
esses that do not alter the method of 
manufacture or change the final dosage 
form. 

(viii) A change in bulk drug ship-
ments. 

(ix) A change in an analytical meth-
od or control procedures that do not 
alter the approved standards. 

(x) A change in an expiration date. 
(xi) Addition of an alternate manu-

facturer, repackager, or relabeler of 
the drug product. 

(xii) Addition of an alternate supplier 
of the new drug substance. 

(xiii) A change permitted in advance 
of approval as described under 
§ 514.8(b)(3). 

(2) Category II. Supplements that may 
require a reevaluation of certain safety 
or effectiveness data in the parent ap-
plication. Category II supplements in-
clude the following: 

(i) A change in the active ingredient 
concentration or composition of the 
final product. 

(ii) A change in quality, purity, 
strength, and identity specifications of 
the active or inactive ingredients. 

(iii) A change in dose (amount of 
drug administered per dose). 

(iv) A change in the treatment regi-
men (schedule of dosing). 

(v) Addition of a new therapeutic 
claim to the approved uses of the prod-
uct. 

(vi) Addition of a new or revised ani-
mal production claim. 

(vii) Addition of a new species. 
(viii) A change in the prescription or 

over-the-counter status of a drug prod-
uct. 

(ix) A change in statements regard-
ing side effects, warnings, precautions, 
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