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under subsection (m) and has in its posses-
sion current approved labeling for such drug
in animal feed; or (ii) will, if the consignee is
not a user of the drug, ship such drug only to
a holder of a license issued under subsection
(m).
‘“(2) An animal feed bearing or containing
a new animal drug shall, with respect to any
particular use or intended use of such animal
feed be deemed unsafe for the purposes of
section 501(a)(6) unless—

‘“(A) there is in effect an approval of an ap-
plication filed pursuant to subsection (b)
with respect to such drug, as used in such
animal feed,

‘(B) such animal feed is manufactured at a
site for which there is in effect a license
issued pursuant to subsection (m)(1) to man-
ufacture such animal feed, and

‘(C) such animal feed and its labeling, dis-
tribution, holding, and use conform to the
conditions and indications of use published
pursuant to subsection (i).”’.

(b) SECTION 512(m).—Section 512(m) (21
U.S.C. 360b(m)) is amended to read as fol-
lows:

“(m)(1) Any person may file with the Sec-
retary an application for a license to manu-
facture animal feeds bearing or containing
new animal drugs. Such person shall submit
to the Secretary as part of the application
(A) a full statement of the business name
and address of the specific facility at which
the manufacturing is to take place and the
facility’s registration number, (B) the name
and signature of the responsible individual
or individuals for that facility, (C) a certifi-
cation that the animal feeds bearing or con-
taining new animal drugs are manufactured
and labeled in accordance with the applica-
ble regulations published pursuant to sub-
section (i), and (D) a certification that the
methods used in, and the facilities and con-
trols used for, manufacturing, processing,
packaging, and holding such animal feeds are
in conformity with current good manufac-
turing practice as described in section
501(a)(2)(B).

‘“(2) Within 90 days after the filing of an
application pursuant to paragraph (1), or
such additional period as may be agreed
upon by the Secretary and the applicant, the
Secretary shall (A) issue an order approving
the application if the Secretary then finds
that none of the grounds for denying ap-
proval specified in paragraph (3) applies, or
(B) give the applicant notice of an oppor-
tunity for a hearing before the Secretary
under paragraph (3) on the question whether
such application is approvable. The proce-
dure governing such a hearing shall be the
procedure set forth in the last two sentences
of subsection (c¢)(1).

““(3) If the Secretary, after due notice to
the applicant in accordance with paragraph
(2) and giving the applicant an opportunity
for a hearing in accordance with such para-
graph, finds, on the basis of information sub-
mitted to the Secretary as part of the appli-
cation, on the basis of a preapproval inspec-
tion, or on the basis of any other informa-
tion before the Secretary—

““(A) that the application is incomplete,
false, or misleading in any particular;

‘(B) that the methods used in, and the fa-
cilities and controls used for, the manufac-
ture, processing, and packing of such animal
feed are inadequate to preserve the identity,
strength, quality, and purity of the new ani-
mal drug therein; or

“(C) that the facility manufactures animal
feeds bearing or containing new animal
drugs in a manner that does not accord with
the specifications for manufacture or labels
animal feeds bearing or containing new ani-
mal drugs in a manner that does not accord
with the conditions or indications of use
that are published pursuant to subsection (i),
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the Secretary shall issue an order refusing to
approve the application. If, after such notice
and opportunity for hearing, the Secretary
finds that subparagraphs (A) through (C) do
not apply, the Secretary shall issue an order
approving the application. An order under
this subsection approving an application for
a license to manufacture animal feeds bear-
ing or containing new animal drugs shall
permit a facility to manufacture only those
animal feeds bearing or containing new ani-
mal drugs for which there are in effect regu-
lations pursuant to subsection (i) relating to
the use of such drugs in or on such animal
feed.

‘“(4)(A) The Secretary shall, after due no-
tice and opportunity for hearing to the appli-
cant, revoke a license to manufacture ani-
mal feeds bearing or containing new animal
drugs under this subsection if the Secretary
finds—

‘(i) that the application for such license
contains any untrue statement of a material
fact; or

‘‘(i1) that the applicant has made changes
that would cause the application to contain
any untrue statements of material fact or
that would affect the safety or effectiveness
of the animal feeds manufactured at the fa-
cility unless the applicant has supplemented
the application by filing with the Secretary
adequate information respecting all such
changes and unless there is in effect an ap-
proval of the supplemental application.

If the Secretary (or in the Secretary’s ab-
sence the officer acting as the Secretary)
finds that there is an imminent hazard to
the health of humans or of the animals for
which such animal feed is intended, the Sec-
retary may suspend the license immediately,
and give the applicant prompt notice of the
action and afford the applicant the oppor-
tunity for an expedited hearing under this
subsection; but the authority conferred by
this sentence shall not be delegated.

‘“(B) The Secretary may also, after due no-
tice and opportunity for hearing to the appli-
cant, revoke a license to manufacture ani-
mal feed under this subsection if the Sec-
retary finds—

‘(i) that the applicant has failed to estab-
lish a system for maintaining required
records, or has repeatedly or deliberately
failed to maintain such records or to make
required reports in accordance with a regula-
tion or order under paragraph (5)(A) of this
subsection or section 504(a)(3)(A), or the ap-
plicant has refused to permit access to, or
copying or verification of, such records as re-
quired by subparagraph (B) of such para-
graph or section 504(a)(3)(B);

‘“(i1) that on the basis of new information
before the Secretary, evaluated together
with the evidence before the Secretary when
such license was issued, the methods used in,
or the facilities and controls used for, the
manufacture, processing, packing, and hold-
ing of such animal feed are inadequate to as-
sure and preserve 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 no-
tice from the Secretary, specifying the mat-
ter complained of;

‘“(iii) that on the basis of new information
before the Secretary, evaluated together
with the evidence before the Secretary when
such license was issued, the labeling of any
animal feeds, based on a fair evaluation of
all material facts, is false or misleading in
any particular and was not corrected within
a reasonable time after receipt of written no-
tice from the Secretary specifying the mat-
ter complained of; or

‘“(iv) that on the basis of new information
before the Secretary, evaluated together
with the evidence before the Secretary when
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such license was issued, the facility has man-
ufactured, processed, packed, or held animal
feed bearing or containing a new animal drug
adulterated under section 501(a)(6) and the
facility did not discontinue the manufacture,
processing, packing, or holding of such ani-
mal feed within a reasonable time after re-
ceipt of written notice from the Secretary
specifying the matter complained of.

‘(C) The Secretary may also revoke a li-
cense to manufacture animal feeds under
this subsection if an applicant gives notice
to the Secretary of intention to discontinue
the manufacture of all animal feed covered
under this subsection and waives an oppor-
tunity for a hearing on the matter.

‘(D) Any order under this paragraph shall
state the findings upon which it is based.

‘“(5) When a license to manufacture animal
feeds bearing or containing new animal
drugs has been issued—

‘““(A) the applicant shall establish and
maintain such records, and make such re-
ports to the Secretary, or (at the option of
the Secretary) to the appropriate person or
persons holding an approved application filed
under subsection (b), as the Secretary may
by general regulation, or by order with re-
spect to such application, prescribe on the
basis of a finding that such records and re-
ports are necessary in order to enable the
Secretary to determine, or facilitate a deter-
mination, whether there is or may be ground
for invoking subsection (e) or paragraph (4);
and

‘“(B) every person required under this sub-
section to maintain records, and every per-
son in charge or custody thereof, shall, upon
request of an officer or employee designated
by the Secretary, permit such officer or em-
ployee at all reasonable times to have access
to and copy and verify such records.

‘(6) To the extent consistent with the pub-
lic health, the Secretary may promulgate
regulations for exempting from the oper-
ation of this subsection facilities that manu-
facture, process, pack, or hold animal feeds
bearing or containing new animal drugs.”’.

(c) TRANSITIONAL PROVISION.—A person en-
gaged in the manufacture of animal feeds
bearing or containing new animal drugs who
holds at least one approved medicated feed
application for an animal feed bearing or
containing new animal drugs, the manufac-
ture of which was not otherwise exempt from
the requirement for an approved medicated
feed application on the date of the enact-
ment of this Act, shall be deemed to hold a
license for the manufacturing site identified
in the approved medicated feed application.
The revocation of license provisions of sec-
tion 512(m)(4) of the Federal Food, Drug, and
Cosmetic Act, as amended by this Act, shall
apply to such licenses. Such license shall ex-
pire within 18 months from the date of enact-
ment of this Act unless the person submits
to the Secretary a completed license applica-
tion for the manufacturing site accompanied
by a copy of an approved medicated feed ap-
plication for such site, which license applica-
tion shall be deemed to be approved upon re-
ceipt by the Secretary.

UNANIMOUS-CONSENT
AGREEMENT

Mr. FRIST. Mr. President, I ask
unanimous consent that the previous
order be amended so that the Senate
stands in adjournment until 9:30 to-
morrow morning and the routine morn-
ing requests be deemed agreed to.

The PRESIDING OFFICER. Without
objection, it is so ordered.
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