
115 

Food and Drug Administration, HHS § 516.171 

submit a report containing the fol-
lowing: 

(i) The distributor’s current product 
labeling. This must be identical to that 
in the index listing except for a dif-
ferent and suitable proprietary name 
(if used) and the name and address of 
the distributor. The name and address 
of the distributor must be preceded by 
an appropriate qualifying phrase such 
as ‘‘manufactured for’’ or ‘‘distributed 
by.’’ 

(ii) A signed statement by the dis-
tributor stating: 

(A) The category of the distributor’s 
operations (e.g., wholesale or retail); 

(B) That the distributor will dis-
tribute the drug only under the indexed 
drug labeling; 

(C) That the distributor will promote 
the indexed drug only for use under the 
conditions stated in the index listing; 
and 

(D) If the indexed drug is a prescrip-
tion new animal drug, that the dis-
tributor is regularly and lawfully en-
gaged in the distribution or dispensing 
of prescription products. 

(5) Other reporting. FDA may by order 
require that a holder submit informa-
tion in addition to that required by 
this section or that the holder submit 
the same information but at different 
times or reporting periods. 

§ 516.167 Removal from the index. 
(a) After due notice to the holder of 

the index listing and an opportunity 
for an informal conference as described 
in § 516.123, FDA shall remove a new 
animal drug from the index if FDA 
finds that: 

(1) The same drug in the same dosage 
form for the same intended use has 
been approved or conditionally ap-
proved; 

(2) The expert panel failed to meet 
the requirements in § 516.141; 

(3) On the basis of new information 
before FDA, evaluated together with 
the evidence available to FDA when 
the new animal drug was listed in the 
index, the benefits of using the new 
animal drug for the indexed use do not 
outweigh its risks to the target ani-
mal, taking into account the harm 
caused by the absence of an approved 
or conditionally-approved new animal 
drug for the minor species in question; 

(4) Any of the conditions in 
§ 516.133(a)(2), (5), or (6) are present; 

(5) The manufacture of the new ani-
mal drug is not in accordance with cur-
rent good manufacturing practices; 

(6) The labeling, distribution, or pro-
motion of the new animal drug is not 
in accordance with the index listing; 

(7) The conditions and limitations of 
use associated with the index listing 
have not been followed; or 

(8) Any information used to support 
the request for addition to the index 
contains any untrue statement of ma-
terial fact. 

(b) The agency may partially remove 
an indexing listing if, in the opinion of 
the agency, such partial removal would 
satisfactorily resolve a safety or effec-
tiveness issue otherwise warranting re-
moval of the listing under section 
572(f)(1)(B) of the act. 

(c) FDA may immediately suspend a 
new animal drug from the index if FDA 
determines that there is a reasonable 
probability that the use of the drug 
would present a risk to the health of 
humans or other animals. The agency 
will subsequently provide due notice 
and an opportunity for an informal 
conference as described in § 516.123. 

(d) A decision of FDA to remove a 
new animal drug from the index fol-
lowing an informal conference, if any, 
shall constitute final agency action 
subject to judicial review. 

§ 516.171 Confidentiality of data and 
information in an index file. 

(a) For purposes of this section, the 
index file includes all data and infor-
mation submitted to or incorporated 
by reference into the index file, such as 
data and information related to inves-
tigational use exemptions under 
§ 516.125, requests for determination of 
eligibility for indexing, requests for ad-
dition to the index, modifications to 
indexed drugs, changes in ownership, 
reports submitted under § 516.165, and 
master files. The availability for public 
disclosure of any record in the index 
file shall be handled in accordance with 
the provisions of this section. 

(b) The existence of an index file will 
not be disclosed by FDA before an 
index listing has been made public by 
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FDA, unless it has previously been pub-
licly disclosed or acknowledged by the 
requestor. 

(c) If the existence of an index file 
has not been publicly disclosed or ac-
knowledged, no data or information in 
the index file are available for public 
disclosure. 

(d) If the existence of an index file 
has been publicly disclosed or acknowl-
edged before an index listing has been 
made public by FDA, no data or infor-
mation contained in the file will be 
available for public disclosure before 
such index listing is made public, but 
the agency may, at its discretion, dis-
close a brief summary of such selected 
portions of the safety and effectiveness 
data as are appropriate for public con-
sideration of a specific pending issue, 
e.g., at an open session of a Food and 
Drug Administration advisory com-
mittee or pursuant to an exchange of 
important regulatory information with 
a foreign government. 

(e) After FDA sends a written notice 
to the requestor granting a request for 
addition to the index, the following 
data and information in the index file 
are available for public disclosure un-
less extraordinary circumstances are 
shown: 

(1) All safety and effectiveness data 
and information previously disclosed to 
the public, as defined in § 20.81 of this 
chapter. 

(2) A summary or summaries of the 
safety and effectiveness data and infor-
mation submitted with or incorporated 
by reference in the index file. Such 
summaries do not constitute the full 
information described under section 
572(c) and (d) of the act on which the 
safety or effectiveness of the drug may 
be determined. Such summaries will be 
based on the draft Freedom of Informa-
tion summary submitted under 
§ 516.145, which will be reviewed and, 
where appropriate, revised by FDA. 

(3) A protocol for a test or study, un-
less it is shown to fall within the ex-
emption established for trade secrets 
and confidential commercial informa-
tion in § 20.61 of this chapter. 

(4) Adverse reaction reports, product 
experience reports, consumer com-
plaints, and other similar data and in-
formation, after deletion of the fol-
lowing: 

(i) Names and any information that 
would identify the person using the 
product. 

(ii) Names and any information that 
would identify any third party involved 
with the report, such as a veterinarian. 

(5) A list of all active ingredients and 
any inactive ingredients previously 
disclosed to the public as defined in 
§ 20.81 of this chapter. 

(6) An assay method or other analyt-
ical method, unless it serves no regu-
latory or compliance purpose and is 
shown to fall within the exemption es-
tablished in § 20.61 of this chapter. 

(7) All correspondence and written 
summaries of oral discussions relating 
to the index file, in accordance with 
the provisions of part 20 of this chap-
ter. 

(f) The following data and informa-
tion in an index file are not available 
for public disclosure unless they have 
been previously disclosed to the public 
as defined in § 20.81 of this chapter, or 
they relate to a product or ingredient 
that has been abandoned and they no 
longer represent a trade secret or con-
fidential commercial or financial infor-
mation as defined in § 20.61 of this chap-
ter: 

(1) Manufacturing methods or proc-
esses, including quality control proce-
dures. 

(2) Production, sales, distribution, 
and similar data and information, ex-
cept that any compilation of such data 
and information aggregated and pre-
pared in a way that does not reveal 
data or information which is not avail-
able for public disclosure under this 
provision is available for public disclo-
sure. 

(3) Quantitative or semiquantitative 
formulas. 

(g) Subject to the disclosure provi-
sions of this section, the agency shall 
regard the contents of an index file as 
confidential information unless specifi-
cally notified in writing by the holder 
of the right to disclose, to reference, or 
otherwise utilize such information on 
behalf of another named person. 

(h) For purposes of this regulation, 
safety and effectiveness data include 
all studies and tests of an animal drug 
on animals and all studies and tests on 
the animal drug for identity, stability, 
purity, potency, and bioavailability. 
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(i) Safety and effectiveness data and 
information that have not been pre-
viously disclosed to the public are 
available for public disclosure at the 
time any of the following events occurs 
unless extraordinary circumstances are 
shown: 

(1) No work is being or will be under-
taken to have the drug indexed in ac-
cordance with the request. 

(2) A final determination is made 
that the drug cannot be indexed and all 
legal appeals have been exhausted. 

(3) The drug has been removed from 
the index and all legal appeals have 
been exhausted. 

(4) A final determination has been 
made that the animal drug is not a new 
animal drug. 

Subpart D [Reserved] 

Subpart E—Conditionally Ap-
proved New Animal Drugs For 
Minor Use and Minor Species 

SOURCE: 72 FR 57200, Oct. 9, 2007, unless 
otherwise noted. 

§ 516.1215 Florfenicol. 
(a) Specifications. Type A medicated 

article containing 500 grams (g) 
florfenicol per kilogram. 

(b) Sponsor. See No. 000061 in 
§ 510.600(c) of this chapter. 

(c) Special considerations. Labeling 
shall bear the following: ‘‘Conditionally 
approved by FDA pending a full dem-
onstration of effectiveness under appli-
cation number 141–259. Extra-label use 
of this drug in or on animal feed is 
strictly prohibited.’’ 

(d) Related tolerances. See § 556.283 of 
this chapter. 

(e) Conditions of use—(1) Catfish—(i) 
Amount. Feed 182 to 1816 g florfenicol 
per ton of feed as a sole ration for 10 
consecutive days to deliver 10 milli-
grams florfenicol per kilogram of fish. 

(ii) Indications for use. For the control 
of mortality due to columnaris disease 
associated with Flavobacterium 
columnare. 

(iii) Limitations. Feed containing 
florfenicol shall not be fed to catfish 
for more than 10 days. Following ad-
ministration, fish should be reevalu-
ated by a licensed veterinarian before 

initiating a further course of therapy. 
A dose-related decrease in 
hematopoietic/lymphopoietic tissue 
may occur. The time required for 
hematopoietic/lymphopoietic tissues to 
regenerate was not evaluated. The ef-
fects of florfenicol on reproductive per-
formance have not been determined. 
Feeds containing florfenicol must be 
withdrawn 12 days prior to slaughter. 
Federal law limits this drug to use 
under the professional supervision of a 
licensed veterinarian. The expiration 
date of veterinary feed directives 
(VFDs) for florfenicol must not exceed 
15 days from the date of prescribing. 
VFDs for florfenicol shall not be re-
filled. See § 558.6 of this chapter for ad-
ditional requirements. 

(2) [Reserved] 

§ 516.1318 Masitinib. 
(a) Specifications. Each tablet con-

tains 50 or 150 milligrams (mg) 
masitinib mesylate. 

(b) Sponsor. See No. 052913 in 
§ 510.600(c) of this chapter. 

(c) Conditions of use in dogs—(1) 
Amount. 12.5 mg/kilograms (5.7 mg/lb) 
of body weight daily. 

(2) Indications for use. For the treat-
ment of recurrent (post-surgery) or 
nonresectable Grade II or III cutaneous 
mast cell tumors in dogs that have not 
previously received radiotherapy and/ 
or chemotherapy except 
corticosteroids. 

(3) Limitations. Federal law restricts 
this drug to use by or on the order of a 
licensed veterinarian. It is a violation 
of Federal law to use this product 
other than as directed in the labeling. 

[76 FR 6327, Feb. 4, 2011] 

PART 520—ORAL DOSAGE FORM 
NEW ANIMAL DRUGS 

Sec. 
520.23 Acepromazine. 
520.44 Acetazolamide sodium soluble pow-

der. 
520.45 Albendazole oral dosage forms. 
520.45a Albendazole suspension. 
520.45b Albendazole paste. 
520.48 Altrenogest. 
520.62 Aminopentamide hydrogen sulphate 

tablets. 
520.82 Aminopropazine fumarate oral dosage 

forms. 
520.82a Aminopropazine fumarate tablets. 

VerDate Mar<15>2010 10:42 May 17, 2011 Jkt 223070 PO 00000 Frm 00127 Fmt 8010 Sfmt 8010 Q:\21\21V6.TXT ofr150 PsN: PC150


		Superintendent of Documents
	2014-08-20T16:27:59-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




