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years, except as otherwise provided by 
law or in this subpart. 

§ 516.14 Submission of requests for 
designation. 

All correspondence relating to a re-
quest for designation of a MUMS drug 
must be addressed to the Director of 
the Office of Minor Use and Minor Spe-
cies Animal Drug Development. Sub-
missions not including all elements 
specified in § 516.20 will be returned to 
the sponsor without review. 

§ 516.16 Eligibility to request designa-
tion. 

The person requesting designation 
must be the sponsor and the real party 
in interest of the development and the 
intended or actual production and sales 
of the drug or the permanent-resident 
U.S. agent for such a sponsor. 

§ 516.20 Content and format of a re-
quest for MUMS-drug designation. 

(a) A sponsor that submits a request 
for designation of a new animal drug 
intended for a minor use or minor spe-
cies must submit each request in the 
form and containing the information 
required in paragraph (b) of this sec-
tion. While a request for designation 
may involve multiple intended uses, 
each request for designation must con-
stitute a separate submission. A spon-
sor may request MUMS-drug designa-
tion of a previously unapproved drug, 
or a new intended use or dosage form 
for an already conditionally approved 
or approved drug. Only one sponsor 
may receive MUMS-drug designation of 
the same drug, in the same dosage 
form, for the same intended use. 

(b) A sponsor must submit two copies 
of a completed, dated, and signed re-
quest for designation that contains the 
following information: 

(1) A request for designation of a new 
animal drug for a minor use or use in 
a minor species, which must be spe-
cific. 

(2) The name and address of the spon-
sor; the name of the sponsor’s primary 
contact person and/or permanent-resi-
dent U.S. agent including title, ad-
dress, and telephone number; the estab-
lished name (and proprietary name, if 
any) of the active pharmaceutical in-
gredient of the drug; and the name and 

address of the source of the active 
pharmaceutical ingredient of the drug. 

(3) A description of the proposed in-
tended use for which the drug is being 
or will be investigated. 

(4) A description of the drug and dos-
age form. 

(5) A discussion of the scientific ra-
tionale for the intended use of the 
drug; specific reference, including 
date(s) of submission, to all data from 
nonclinical laboratory studies, clinical 
investigations, copies of pertinent un-
published and published papers, and 
other relevant data that are available 
to the sponsor, whether positive, nega-
tive, or inconclusive. 

(6) A specific description of the prod-
uct development plan for the drug, its 
dosage form, and its intended use. 

(7) If the drug is intended for a minor 
use in a major species, documentation 
in accordance with § 516.21, with ap-
pended authoritative references, to 
demonstrate that such use is a minor 
use. 

(8) A statement that the sponsor sub-
mitting the request is the real party in 
interest of the development and the in-
tended or actual production and sales 
of the product. 

(9) A statement that the sponsor ac-
knowledges that, upon granting a re-
quest for MUMS designation, FDA will 
make information regarding the des-
ignation publicly available as specified 
in § 516.28. 

[72 FR 41017, July 26, 2007, as amended at 75 
FR 69588, Nov. 15, 2010; 77 FR 18685, Mar. 28, 
2012] 

§ 516.21 Documentation of minor use 
status. 

So that FDA can determine whether 
a drug qualifies for MUMS-drug des-
ignation as a minor use in a major spe-
cies under section 573 of the act, the 
sponsor shall include in its request to 
FDA for MUMS-drug designation under 
§ 516.20 documentation demonstrating 
that the use is limited to a small num-
ber of animals (annualized). This docu-
mentation must include the following 
information: 

(a) The estimated total number of 
animals to which the drug could poten-
tially be administered on an annual 
basis for the treatment, control, or pre-
vention of the disease or condition for 
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