
90

21 CFR Ch. I (4–1–03 Edition)§ 515.20

(c) Within 30 working days after a 
supplemental application has been 
filed, if the Commissioner of Food and 
Drugs determines that the application 
provides adequate information respect-
ing the change in ownership and/or 
postal address of the facility site, then 
an authorized employee of the Food 
and Drug Administration designated by 
the Commissioner shall notify the ap-
plicant that it is approved by signing 
and mailing to the applicant a copy of 
the Form FDA 3448. Supplemental ap-
plications that do not provide adequate 
information shall be returned to the 
applicant and all reasons for the return 
of the application shall be made known 
to the applicant.

Subpart B—Administrative Actions 
on Licenses

§ 515.20 Approval of medicated feed 
mill license applications. 

Within 90 days after an application 
has been filed under § 515.10, if the Com-
missioner of Food and Drugs (the Com-
missioner) determines that none of the 
grounds for denying approval specified 
in section 512(m)(3) of the Federal 
Food, Drug, and Cosmetic Act (the act) 
applies, an authorized employee of the 
Food and Drug Administration des-
ignated by the Commissioner shall no-
tify the applicant that it is approved 
by signing and mailing to the applicant 
a copy of the Form FDA 3448.

§ 515.21 Refusal to approve a medi-
cated feed mill license application. 

(a) The Commissioner of Food and 
Drugs (the Commissioner) shall within 
90 days, or such additional period as 
may be agreed upon by the Commis-
sioner and the applicant, after the fil-
ing of an application under § 515.10, in-
form the applicant in writing of his/her 
intention to issue a notice of oppor-
tunity for a hearing on a proposal to 
refuse to approve the application, if the 
Commissioner determines upon the 
basis of the application, on the basis of 
a preapproval inspection, or upon the 
basis of any other information before 
him that: 

(1) The application is incomplete, 
false, or misleading in any particular; 
or 

(2) The methods used in and the fa-
cilities and controls used for the manu-
facturing, processing, and packaging of 
such animal feed are not adequate to 
preserve the identity, strength, qual-
ity, and purity of the new animal drug 
therein; or 

(3) The facility manufactures animal 
feeds bearing or containing new animal 
drugs in a manner that does not accord 
with the specifications for manufac-
ture or labels animal feeds bearing or 
containing new animal drugs in a man-
ner that does not accord with the con-
ditions or indications of use that are 
published under section 512(i) of the 
act. 

(b) The Commissioner, as provided in 
§ 515.30, shall expeditiously notify the 
applicant of an opportunity for a hear-
ing on the question of whether such ap-
plication is approvable, unless by the 
30th day following the date of issuance 
of the letter informing the applicant of 
the intention to issue a notice of op-
portunity for a hearing the applicant: 

(1) Withdraws the application; or 
(2) Waives the opportunity for a hear-

ing; or 
(3) Agrees with the Commissioner on 

an additional period to preceed 
issuance of such notice of hearing.

§ 515.22 Suspension and/or revocation 
of approval of a medicated feed mill 
license. 

(a) The Secretary of Health and 
Human Services may suspend a medi-
cated feed mill license approved under 
section 512(m)(2) of the Federal Food, 
Drug, and Cosmetic Act (the act) and 
give the person holding the medicated 
feed mill license application prompt 
notice of this action and afford the ap-
plicant the opportunity for an expe-
dited hearing on a finding that there is 
an imminent hazard to the health of 
man or of the animals for which such 
animal feed is intended. 

(b) The Commissioner of Food and 
Drugs (the Commissioner) shall notify 
in writing the person holding an appli-
cation approved under section 512(m)(2) 
of the act and afford an opportunity for 
a hearing on a proposal to revoke ap-
proval of such application if the Com-
missioner finds: 

(1) That the application contains any 
untrue statement of a material fact; or 
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(2) That the applicant has made any 
changes that would cause the applica-
tion to contain any untrue statements 
of material fact or that would affect 
the safety or effectiveness of the ani-
mal feeds manufactured at the facility 
unless the applicant has supplemented 
the application by filing a supple-
mental application under § 515.11. 

(c) The Commissioner may notify in 
writing the person holding an applica-
tion approved under section 512(m)(2) of 
the act and afford an opportunity for a 
hearing on a proposal to revoke ap-
proval of such application if the Com-
missioner finds: 

(1) That the applicant has failed to 
establish a system for maintaining re-
quired records, or has repeatedly or de-
liberately failed to maintain such 
records or to make required reports in 
accordance with a regulation or order 
under sections 512(m)(5)(A) or 
504(a)(3)(A) of the act, or the applicant 
has refused to permit access to, or 
copying, or verification of, such 
records as required by sections 
512(m)(5)(B) or 504(a)(3)(B) of the act; or 

(2) That on the basis of new informa-
tion before him, evaluated together 
with the evidence before him when 
such license was issued, the methods 
used in, or the facilities and controls 
used for, the manufacture, processing, 
packing, and holding of such animal 
feed are inadequate to assure and pre-
serve the identity, strength, quality, 
and purity of the new animal drug 
therein, and were not made adequate 
within a reasonable time after receipt 
of written notice from the Commis-
sioner specifying the matter com-
plained of; or 

(3) That on the basis of new informa-
tion before him, evaluated together 
with the evidence before him when 
such license was issued, the labeling of 
any animal feeds, based on a fair eval-
uation of all material facts, is false or 
misleading in any particular and was 
not corrected within a reasonable time 
after receipt of written notice from the 
Commissioner specifying the matter 
complained of; or 

(4) That on the basis of new informa-
tion before him, evaluated together 
with the evidence before him when 
such license was issued, the facility has 
manufactured, processed, packed, or 

held animal feed bearing or containing 
a new animal drug adulterated under 
section 501(a)(6) of the act, and the fa-
cility did not discontinue the manufac-
ture, processing, packing, or holding of 
such animal feed within a reasonable 
time after receipt of written notice 
from the Commissioner specifying the 
matter complained of.

§ 515.23 Voluntary revocation of medi-
cated feed mill license. 

A license issued under section 
512(m)(2) of the Federal Food, Drug, 
and Cosmetic Act (the act) will be re-
voked on the basis of a request for its 
revocation submitted in writing by a 
responsible individual holding such li-
cense on the grounds that the facility 
no longer manufactures any animal 
feed covered under § 558.4(b) of this 
chapter. A written request for such 
revocation shall be construed as a 
waiver of the opportunity for a hearing 
as otherwise provided for in this sec-
tion. Revocation of approval of a medi-
cated feed mill license under the provi-
sions of this paragraph shall be with-
out prejudice.

§ 515.24 Notice of revocation of a medi-
cated feed mill license. 

When a license approved under sec-
tion 512 of the Federal Food, Drug, and 
Cosmetic Act (the act) is revoked by 
the Commissioner of Food and Drugs 
(the Commissioner), the Commissioner 
will give appropriate public notice of 
such action by publication in the FED-
ERAL REGISTER.

§ 515.25 Revocation of order refusing 
to approve a medicated feed mill li-
cense application or suspending or 
revoking a license. 

The Commissioner of Food and Drugs 
(the Commissioner), upon his/her own 
initiative or upon request of an appli-
cant stating reasonable grounds there-
for and if the Commissioner finds that 
the facts so require, may issue an order 
approving a medicated feed mill license 
application that previously has had its 
approval refused, suspended, or re-
voked.

§ 515.26 Services of notices and orders. 
All notices and orders under this part 

515 and section 512 of the Federal Food, 

VerDate Jan<31>2003 11:07 Apr 10, 2003 Jkt 200068 PO 00000 Frm 00091 Fmt 8010 Sfmt 8010 Y:\SGML\200068T.XXX 200068T


