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or 507 [section 355 or 357 of this title], or to other provi-
sions of the Federal Food, Drug, and Cosmetic Act.”

REGISTRATION OF CERTAIN PERSONS OWNING OR OPER-
ATING DRUG ESTABLISHMENTS PRIOR TO OcCT. 10, 1962

Section 303 of Pub. L. 87-781 provided that any person
who, on the day immediately preceding Oct. 10, 1962,
owned or operated an establishment which manufac-
tured or processed drugs, registered before the first day
of the seventh month following October, 1962, would be
deemed to be registered in accordance with subsec. (b)
of this section for the calendar year 1962 and if reg-
istered within this period and effected in 1963, be
deemed in compliance for that calendar year.

§360a. Clinical trial guidance for antibiotic
drugs

(a) In general

Not later than 1 year after September 27, 2007,
the Secretary shall issue guidance for the con-
duct of clinical trials with respect to antibiotic
drugs, including antimicrobials to treat acute
bacterial sinusitis, acute bacterial otitis media,
and acute bacterial exacerbation of chronic
bronchitis. Such guidance shall indicate the ap-
propriate models and valid surrogate markers.

(b) Review

Not later than 5 years after September 27, 2007,
the Secretary shall review and update the guid-
ance described under subsection (a) to reflect de-
velopments in scientific and medical informa-
tion and technology.

(June 25, 1938, ch. 675, §511, as added Pub. L.
110-85, title IX, §911, Sept. 27, 2007, 121 Stat. 951.)

PRIOR PROVISIONS

A prior section 360a, act June 25, 1938, ch. 675, §511, as
added July 15, 1965, Pub. L. 89-74, §3(b), 79 Stat. 227;
amended Oct. 24, 1968, Pub. L. 90-639, §2(a), 82 Stat. 1361,
regulated the manufacture, compounding, and process-
ing of depressant and stimulant drugs and their sale,
delivery, disposal, possession, and recordkeeping activi-
ties connected therewith, prior to repeal by Pub. L.
91-513, title II, §§701(a), 704, Oct. 27, 1970, 84 Stat. 1281,
1284, effective on the first day of the seventh calendar
month that began after Oct. 26, 1970.

§360b. New animal drugs

(a) Unsafe new animal drugs and animal feed
containing such drugs; conditions of safety;
exemption of drugs for research; import tol-
erances

(1) A new animal drug shall, with respect to
any particular use or intended use of such drug,
be deemed unsafe for purposes of section
3561(a)(b) of this title and section 342(a)(2)(C)(ii)
of this title unless—

(A) there is in effect an approval of an appli-
cation filed pursuant to subsection (b) of this
section with respect to such use or intended
use of such drug, and such drug, its labeling,
and such use conform to such approved appli-
cation;

(B) there is in effect a conditional approval
of an application filed pursuant to section
360ccc of this title with respect to such use or
intended use of such drug, and such drug, its
labeling, and such use conform to such condi-
tionally approved application; or

(C) there is in effect an index listing pursu-
ant to section 360ccc-1 of this title with re-
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spect to such use or intended use of such drug
in a minor species, and such drug, its labeling,
and such use conform to such index listing.

A new animal drug shall also be deemed unsafe
for such purposes in the event of removal from
the establishment of a manufacturer, packer, or
distributor of such drug for use in the manufac-
ture of animal feed in any State unless at the
time of such removal such manufacturer, pack-
er, or distributor has an unrevoked written
statement from the consignee of such drug, or
notice from the Secretary, to the effect that,
with respect to the use of such drug in animal
feed, such consignee (i) holds a license issued
under subsection (m) of this section and has in
its possession 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)
of this section.

(2) An animal feed bearing or containing a new
animal drug shall, with respect to any particu-
lar use or intended use of such animal feed be
deemed unsafe for purposes of section 351(a)(6) of
this title unless—

(A) there is in effect—

(i) an approval of an application filed pur-
suant to subsection (b) of this section with
respect to such drug, as used in such animal
feed, and such animal feed and its labeling,
distribution, holding, and use conform to
such approved application;

(ii) a conditional approval of an applica-
tion filed pursuant to section 360ccc of this
title with respect to such drug, as used in
such animal feed, and such animal feed and
its labeling, distribution, holding, and use
conform to such conditionally approved ap-
plication; or

(iii) an index listing pursuant to section
360ccc-1 of this title with respect to such
drug, as used in such animal feed, and such
animal feed and its labeling, distribution,
holding, and use conform to such index list-
ing; and
(B) such animal feed is manufactured at a

site for which there is in effect a license issued

pursuant to subsection (m)(1) of this section to
manufacture such animal feed.

(3) A new animal drug or an animal feed bear-
ing or containing a new animal drug shall not be
deemed unsafe for the purposes of section
351(a)(b) or (6) of this title if such article is for
investigational use and conforms to the terms of
an exemption in effect with respect thereto
under subsection (j) of this section.

(4)(A) Except as provided in subparagraph (B),
if an approval of an application filed under sub-
section (b) of this section is in effect with re-
spect to a particular use or intended use of a
new animal drug, the drug shall not be deemed
unsafe for the purposes of paragraph (1) and
shall be exempt from the requirements of sec-
tion 352(f) of this title with respect to a different
use or intended use of the drug, other than a use
in or on animal feed, if such use or intended
use—

(i) is by or on the lawful written or oral
order of a licensed veterinarian within the
context of a veterinarian-client-patient rela-
tionship, as defined by the Secretary; and
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(ii) is in compliance with regulations pro-
mulgated by the Secretary that establish the
conditions for such different use or intended
use.

The regulations promulgated by the Secretary
under clause (ii) may prohibit particular uses of
an animal drug and shall not permit such dif-
ferent use of an animal drug if the labeling of
another animal drug that contains the same ac-
tive ingredient and which is in the same dosage
form and concentration provides for such dif-
ferent use.

(B) If the Secretary finds that there is a rea-
sonable probability that a use of an animal drug
authorized under subparagraph (A) may present
a risk to the public health, the Secretary may—

(i) establish a safe level for a residue of an
animal drug when it is used for such different
use authorized by subparagraph (A); and

(ii) require the development of a practical,
analytical method for the detection of resi-
dues of such drug above the safe level estab-

lished under clause (i).

The use of an animal drug that results in resi-
dues exceeding a safe level established under
clause (i) shall be considered an unsafe use of
such drug under paragraph (1). Safe levels may
be established under clause (i) either by regula-
tion or order.

(C) The Secretary may by general regulation
provide access to the records of veterinarians to
ascertain any use or intended use authorized
under subparagraph (A) that the Secretary has
determined may present a risk to the public
health.

(D) If the Secretary finds, after affording an
opportunity for public comment, that a use of
an animal drug authorized under subparagraph
(A) presents a risk to the public health or that
an analytical method required under subpara-
graph (B) has not been developed and submitted
to the Secretary, the Secretary may, by order,
prohibit any such use.

(5) If the approval of an application filed under
section 355 of this title is in effect, the drug
under such application shall not be deemed un-
safe for purposes of paragraph (1) and shall be
exempt from the requirements of section 352(f)
of this title with respect to a use or intended use
of the drug in animals if such use or intended
use—

(A) is by or on the lawful written or oral
order of a licensed veterinarian within the
context of a veterinarian-client-patient rela-
tionship, as defined by the Secretary; and

(B) is in compliance with regulations pro-
mulgated by the Secretary that establish the
conditions for the use or intended use of the
drug in animals.

(6) For purposes of section 342(a)(2)(D)! of this
title, a use or intended use of a new animal drug
shall not be deemed unsafe under this section if
the Secretary establishes a tolerance for such
drug and any edible portion of any animal im-
ported into the United States does not contain
residues exceeding such tolerance. In establish-
ing such tolerance, the Secretary shall rely on
data sufficient to demonstrate that a proposed

1See References in Text note below.
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tolerance is safe based on similar food safety
criteria used by the Secretary to establish toler-
ances for applications for new animal drugs filed
under subsection (b)(1) of this section. The Sec-
retary may consider and rely on data submitted
by the drug manufacturer, including data sub-
mitted to appropriate regulatory authorities in
any country where the new animal drug is law-
fully used or data available from a relevant
international organization, to the extent such
data are not inconsistent with the criteria used
by the Secretary to establish a tolerance for ap-
plications for new animal drugs filed under sub-
section (b)(1) of this section. For purposes of
this paragraph, ‘‘relevant international organi-
zation” means the Codex Alimenterius2 Com-
mission or other international organization
deemed appropriate by the Secretary. The Sec-
retary may, under procedures specified by regu-
lation, revoke a tolerance established under this
paragraph if information demonstrates that the
use of the new animal drug under actual use
conditions results in food being imported into
the United States with residues exceeding the
tolerance or if scientific evidence shows the tol-
erance to be unsafe.
(b) Filing application for uses of new animal
drug; contents; patent information; abbre-
viated application; presubmission conference

(1) Any person may file with the Secretary an
application with respect to any intended use or
uses of a new animal drug. Such person shall
submit to the Secretary as a part of the applica-
tion (A) full reports of investigations which
have been made to show whether or not such
drug is safe and effective for use; (B) a full list
of the articles used as components of such drug;
(C) a full statement of the composition of such
drug; (D) a full description of the methods used
in, and the facilities and controls used for, the
manufacture, processing, and packing of such
drug; (E) such samples of such drug and of the
articles used as components thereof, of any ani-
mal feed for use in or on which such drug is in-
tended, and of the edible portions or products
(before or after slaughter) of animals to which
such drug (directly or in or on animal feed) is in-
tended to be administered, as the Secretary may
require; (F) specimens of the labeling proposed
to be used for such drug, or in case such drug is
intended for use in animal feed, proposed label-
ing appropriate for such use, and specimens of
the labeling for the drug to be manufactured,
packed, or distributed by the applicant; (G) a de-
scription of practicable methods for determining
the quantity, if any, of such drug in or on food,
and any substance formed in or on food, because
of its use; and (H) the proposed tolerance or
withdrawal period or other use restrictions for
such drug if any tolerance or withdrawal period
or other use restrictions are required in order to
assure that the proposed use of such drug will be
safe. The applicant shall file with the applica-
tion the patent number and the expiration date
of any patent which claims the new animal drug
for which the applicant filed the application or
which claims a method of using such drug and
with respect to which a claim of patent infringe-

280 in original. Probably should be ‘‘Alimentarius’.
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ment could reasonably be asserted if a person
not licensed by the owner engaged in the manu-
facture, use, or sale of the drug. If an applica-
tion is filed under this subsection for a drug and
a patent which claims such drug or a method of
using such drug is issued after the filing date
but before approval of the application, the appli-
cant shall amend the application to include the
information required by the preceding sentence.
Upon approval of the application, the Secretary
shall publish information submitted under the
two preceding sentences.

(2) Any person may file with the Secretary an
abbreviated application for the approval of a
new animal drug. An abbreviated application
shall contain the information required by sub-
section (n) of this section.

(3) Any person intending to file an application
under paragraph (1), section 360ccc of this title,
or a request for an investigational exemption
under subsection (j) of this section shall be enti-
tled to one or more conferences prior to such
submission to reach an agreement acceptable to
the Secretary establishing a submission or an
investigational requirement, which may include
a requirement for a field investigation. A deci-
sion establishing a submission or an investiga-
tional requirement shall bind the Secretary and
the applicant or requestor unless (A) the Sec-
retary and the applicant or requestor mutually
agree to modify the requirement, or (B) the Sec-
retary by written order determines that a sub-
stantiated scientific requirement essential to
the determination of safety or effectiveness of
the animal drug involved has appeared after the
conference. No later than 25 calendar days after
each such conference, the Secretary shall pro-
vide a written order setting forth a scientific
justification specific to the animal drug and in-
tended uses under consideration if the agree-
ment referred to in the first sentence requires
more than one field investigation as being essen-
tial to provide substantial evidence of effective-
ness for the intended uses of the drug. Nothing
in this paragraph shall be construed as compel-
ling the Secretary to require a field investiga-
tion.

(¢) Period for submission and approval of appli-
cation; period for notice and expedition of
hearing; period for issuance of order; abbre-
viated applications; withdrawal periods; ef-
fective date of approval; relationship to
other applications; withdrawal or suspension
of approval; bioequivalence; filing of addi-
tional patent information

(1) Within one hundred and eighty days after
the filing of an application pursuant to sub-
section (b) of this section, or such additional pe-
riod as may be agreed upon by the Secretary and
the applicant, the Secretary shall either (A)
issue an order approving the application if he
then finds that none of the grounds for denying
approval specified in subsection (d) of this sec-
tion applies, or (B) give the applicant notice of
an opportunity for a hearing before the Sec-
retary under subsection (d) of this section on the
question whether such application is approvable.
If the applicant elects to accept the opportunity
for a hearing by written request within thirty
days after such notice, such hearing shall com-
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mence not more than ninety days after the expi-
ration of such thirty days unless the Secretary
and the applicant otherwise agree. Any such
hearing shall thereafter be conducted on an ex-
pedited basis and the Secretary’s order thereon
shall be issued within ninety days after the date
fixed by the Secretary for filing final briefs.

(2)(A) Subject to subparagraph (C), the Sec-
retary shall approve an abbreviated application
for a drug unless the Secretary finds—

(i) the methods used in, or the facilities and
controls used for, the manufacture, process-
ing, and packing of the drug are inadequate to
assure and preserve its identity, strength,
quality, and purity;

(ii) the conditions of use prescribed, rec-
ommended, or suggested in the proposed label-
ing are not reasonably certain to be followed
in practice or, except as provided in subpara-
graph (B), information submitted with the ap-
plication is insufficient to show that each of
the proposed conditions of use or similar limi-
tations (whether in the labeling or published
pursuant to subsection (i) of this section) have
been previously approved for the approved new
animal drug referred to in the application;

(iii) information submitted with the applica-
tion is insufficient to show that the active in-
gredients are the same as those of the ap-
proved new animal drug referred to in the ap-
plication;

(iv)(I) if the application is for a drug whose
active ingredients, route of administration,
dosage form, strength, or use with other ani-
mal drugs in animal feed is the same as the ac-
tive ingredients, route of administration, dos-
age form, strength, or use with other animal
drugs in animal feed of the approved new ani-
mal drug referred to in the application, infor-
mation submitted in the application is insuffi-
cient to show that the active ingredients,
route of administration, dosage form,
strength, or use with other animal drugs in
animal feed is the same as that of the ap-
proved new animal drug, or

(IT) if the application is for a drug whose ac-
tive ingredients, route of administration, dos-
age form, strength, or use with other animal
drugs in animal feed is different from that of
the approved new animal drug referred to in
the application, no petition to file an applica-
tion for the drug with the different active in-
gredients, route of administration, dosage
form, strength, or use with other animal drugs
in animal feed was approved under subsection
(n)(3) of this section;

(v) if the application was filed pursuant to
the approval of a petition under subsection
(n)(3) of this section, the application did not
contain the information required by the Sec-
retary respecting the active ingredients, route
of administration, dosage form, strength, or
use with other animal drugs in animal feed
which is not the same;

(vi) information submitted in the applica-
tion is insufficient to show that the drug is
bioequivalent to the approved new animal
drug referred to in the application, or if the
application is filed under a petition approved
pursuant to subsection (n)(3) of this section,
information submitted in the application is in-
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sufficient to show that the active ingredients
of the new animal drug are of the same phar-
macological or therapeutic class as the phar-
macological or therapeutic class of the ap-
proved new animal drug and that the new ani-
mal drug can be expected to have the same
therapeutic effect as the approved new animal
drug when used in accordance with the label-
mgy;

(vii) information submitted in the applica-
tion is insufficient to show that the labeling
proposed for the drug is the same as the label-
ing approved for the approved new animal
drug referred to in the application except for
changes required because of differences ap-
proved under a petition filed under subsection
(n)(3) of this section, because of a different
withdrawal period, or because the drug and the
approved new animal drug are produced or dis-
tributed by different manufacturers;

(viii) information submitted in the applica-
tion or any other information available to the
Secretary shows that (I) the inactive ingredi-
ents of the drug are unsafe for use under the
conditions prescribed, recommended, or sug-
gested in the labeling proposed for the drug,
(II) the composition of the drug is unsafe
under such conditions because of the type or
quantity of inactive ingredients included or
the manner in which the inactive ingredients
are included, or (III) in the case of a drug for
food producing animals, the inactive ingredi-
ents of the drug or its composition may be un-
safe with respect to human food safety;

(ix) the approval under subsection (b)(1) of
this section of the approved new animal drug
referred to in the application filed under sub-
section (b)(2) of this section has been with-
drawn or suspended for grounds described in
paragraph (1) of subsection (e) of this section,
the Secretary has published a notice of a hear-
ing to withdraw approval of the approved new
animal drug for such grounds, the approval
under this paragraph of the new animal drug
for which the application under subsection
(b)(2) of this section was filed has been with-
drawn or suspended under subparagraph (G)
for such grounds, or the Secretary has deter-
mined that the approved new animal drug has
been withdrawn from sale for safety or effec-
tiveness reasons;

(x) the application does not meet any other
requirement of subsection (n) of this section;
or

(xi) the application contains an untrue
statement of material fact.

(B) If the Secretary finds that a new animal
drug for which an application is submitted
under subsection (b)(2) of this section is bio-
equivalent to the approved new animal drug re-
ferred to in such application and that residues of
the new animal drug are consistent with the tol-
erances established for such approved new ani-
mal drug but at a withdrawal period which is
different than the withdrawal period approved
for such approved new animal drug, the Sec-
retary may establish, on the basis of informa-
tion submitted, such different withdrawal period
as the withdrawal period for the new animal
drug for purposes of the approval of such appli-
cation for such drug.
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(C) Within 180 days of the initial receipt of an
application under subsection (b)(2) of this sec-
tion or within such additional period as may be
agreed upon by the Secretary and the applicant,
the Secretary shall approve or disapprove the
application.

(D) The approval of an application filed under
subsection (b)(2) of this section shall be made ef-
fective on the last applicable date determined
under the following:

(i) If the applicant only made a certification
described in clause (i) or (ii) of subsection
(n)(1)(G) of this section or in both such
clauses, the approval may be made effective
immediately.

(ii) If the applicant made a certification de-
scribed in clause (iii) of subsection (n)(1)(G) of
this section, the approval may be made effec-
tive on the date certified under clause (iii).

(iii) If the applicant made a certification de-
scribed in clause (iv) of subsection (n)(1)(G) of
this section, the approval shall be made effec-
tive immediately unless an action is brought
for infringement of a patent which is the sub-
ject of the certification before the expiration
of 45 days from the date the notice provided
under subsection (n)(2)(B)(i) of this section is
received. If such an action is brought before
the expiration of such days, the approval shall
be made effective upon the expiration of the 30
month period beginning on the date of the re-
ceipt of the notice provided under subsection
(n)(2)(B) of this section or such shorter or
longer period as the court may order because
either party to the action failed to reasonably
cooperate in expediting the action, except that
if before the expiration of such period—

(I) the court decides that such patent is in-
valid or not infringed, the approval shall be
made effective on the date of the court deci-
sion,

(IT) the court decides that such patent has
been infringed, the approval shall be made
effective on such date as the court orders
under section 271(e)(4)(A) of title 35, or

(ITII) the court grants a preliminary injunc-
tion prohibiting the applicant from engaging
in the commercial manufacture or sale of
the drug until the court decides the issues of
patent validity and infringement and if the
court decides that such patent is invalid or
not infringed, the approval shall be made ef-
fective on the date of such court decision.

In such an action, each of the parties shall
reasonably cooperate in expediting the action.
Until the expiration of 45 days from the date
the notice made under subsection (n)(2)(B) of
this section is received, no action may be
brought under section 2201 of title 28 for a de-
claratory judgment with respect to the patent.
Any action brought under section 2201 of title
28 shall be brought in the judicial district
where the defendant has its principal place of
business or a regular and established place of
business.

(iv) If the application contains a certifi-
cation described in clause (iv) of subsection
(n)(1)(G) of this section and is for a drug for
which a previous application has been filed
under this subsection containing such a cer-
tification, the application shall be made effec-
tive not earlier than 180 days after—
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(I) the date the Secretary receives notice
from the applicant under the previous appli-
cation of the first commercial marketing of
the drug under the previous application, or

(IT) the date of a decision of a court in an
action described in subclause (III)3 holding
the patent which is the subject of the certifi-
cation to be invalid or not infringed,

whichever is earlier.

(E) If the Secretary decides to disapprove an
application, the Secretary shall give the appli-
cant notice of an opportunity for a hearing be-
fore the Secretary on the question of whether
such application is approvable. If the applicant
elects to accept the opportunity for hearing by
written request within 30 days after such notice,
such hearing shall commence not more than 90
days after the expiration of such 30 days unless
the Secretary and the applicant otherwise agree.
Any such hearing shall thereafter be conducted
on an expedited basis and the Secretary’s order
thereon shall be issued within 90 days after the
date fixed by the Secretary for filing final briefs.

(F)(1) If an application submitted under sub-
section (b)(1) of this section for a drug, no active
ingredient (including any ester or salt of the ac-
tive ingredient) of which has been approved in
any other application under subsection (b)(1) of
this section, is approved after November 16, 1988,
no application may be submitted under sub-
section (b)(2) of this section which refers to the
drug for which the subsection (b)(1) application
was submitted before the expiration of 5 years
from the date of the approval of the application
under subsection (b)(1) of this section, except
that such an application may be submitted
under subsection (b)(2) of this section after the
expiration of 4 years from the date of the ap-
proval of the subsection (b)(1) application if it
contains a certification of patent invalidity or
noninfringement described in clause (iv) of sub-
section (n)(1)(G) of this section. The approval of
such an application shall be made effective in
accordance with subparagraph (B) except that, if
an action for patent infringement is commenced
during the one-year period beginning 48 months
after the date of the approval of the subsection
(b) application, the 30 month period referred to
in subparagraph (D)(iii) shall be extended by
such amount of time (if any) which is required
for seven and one-half years to have elapsed
from the date of approval of the subsection (b)
application.

(ii) If an application submitted under sub-
section (b)(1) of this section for a drug, which in-
cludes an active ingredient (including any ester
or salt of the active ingredient) that has been
approved in another application approved under
such subsection, is approved after November 16,
1988, and if such application contains substan-
tial evidence of the effectiveness of the drug in-
volved, any studies of animal safety, or, in the
case of food producing animals, human food
safety studies (other than bioequivalence stud-
ies or residue depletion studies, except residue
depletion studies for minor uses or minor spe-
cies) required for the approval of the application
and conducted or sponsored by the applicant,

380 in original. Probably should be ‘‘clause (iii)(III)".
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the Secretary may not make the approval of an
application submitted under subsection (b)(2) of
this section for the conditions of approval of
such drug in the subsection (b)(1) application ef-
fective before the expiration of 3 years from the
date of the approval of the application under
subsection (b)(1) of this section for such drug.

(iii) If a supplement to an application ap-
proved under subsection (b)(1) of this section is
approved after November 16, 1988, and the sup-
plement contains substantial evidence of the ef-
fectiveness of the drug involved, any studies of
animal safety, or, in the case of food producing
animals, human food safety studies (other than
bioequivalence studies or residue depletion stud-
ies, except residue depletion studies for minor
uses or minor species) required for the approval
of the supplement and conducted or sponsored
by the person submitting the supplement, the
Secretary may not make the approval of an ap-
plication submitted under subsection (b)(2) of
this section for a change approved in the supple-
ment effective before the expiration of 3 years
from the date of the approval of the supplement.

(iv) An applicant under subsection (b)(1) of
this section who comes within the provisions of
clause (i) of this subparagraph as a result of an
application which seeks approval for a use solely
in non-food producing animals, may elect, with-
in 10 days of receiving such approval, to waive
clause (i) of this subparagraph, in which event
the limitation on approval of applications sub-
mitted under subsection (b)(2) of this section set
forth in clause (ii) of this subparagraph shall be
applicable to the subsection (b)(1) application.

(v) If an application (including any supple-
ment to a new animal drug application) submit-
ted under subsection (b)(1) of this section for a
new animal drug for a food-producing animal
use, which includes an active ingredient (includ-
ing any ester or salt of the active ingredient)
which has been the subject of a waiver under
clause (iv) is approved after November 16, 1988,
and if the application contains substantial evi-
dence of the effectiveness of the drug involved,
any studies of animal safety, or human food
safety studies (other than bioequivalence stud-
ies or residue depletion studies, except residue
depletion studies for minor uses or minor spe-
cies) required for the new approval of the appli-
cation and conducted or sponsored by the appli-
cant, the Secretary may not make the approval
of an application (including any supplement to
such application) submitted under subsection
(b)(2) of this section for the new conditions of
approval of such drug in the subsection (b)(1) ap-
plication effective before the expiration of five
years from the date of approval of the applica-
tion under subsection (b)(1) of this section for
such drug. The provisions of this paragraph shall
apply only to the first approval for a food-pro-
ducing animal use for the same applicant after
the waiver under clause (iv).

(G) If an approved application submitted under
subsection (b)(2) of this section for a new animal
drug refers to a drug the approval of which was
withdrawn or suspended for grounds described in
paragraph (1) or (2) of subsection (e) of this sec-
tion or was withdrawn or suspended under this
subparagraph or which, as determined by the
Secretary, has been withdrawn from sale for
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safety or effectiveness reasons, the approval of
the drug under this paragraph shall be with-
drawn or suspended—

(i) for the same period as the withdrawal or
suspension under subsection (e) of this section
or this subparagraph, or

(ii) if the approved new animal drug has been
withdrawn from sale, for the period of with-
drawal from sale or, if earlier, the period end-
ing on the date the Secretary determines that
the withdrawal from sale is not for safety or
effectiveness reasons.

(H) For purposes of this paragraph:

(i) The term ‘‘bioequivalence’” means the
rate and extent to which the active ingredient
or therapeutic ingredient is absorbed from a
new animal drug and becomes available at the
site of drug action.

(ii) A new animal drug shall be considered to
be bioequivalent to the approved new animal
drug referred to in its application under sub-
section (n) of this section if—

(I) the rate and extent of absorption of the
drug do not show a significant difference
from the rate and extent of absorption of the
approved new animal drug referred to in the
application when administered at the same
dose of the active ingredient under similar
experimental conditions in either a single
dose or multiple doses;

(IT) the extent of absorption of the drug
does not show a significant difference from
the extent of absorption of the approved new
animal drug referred to in the application
when administered at the same dose of the
active ingredient under similar experimental
conditions in either a single dose or multiple
doses and the difference from the approved
new animal drug in the rate of absorption of
the drug is intentional, is reflected in its
proposed labeling, is not essential to the at-
tainment of effective drug concentrations in
use, and is considered scientifically insig-
nificant for the drug in attaining the in-
tended purposes of its use and preserving
human food safety; or

(ITI) in any case in which the Secretary de-
termines that the measurement of the rate
and extent of absorption or excretion of the
new animal drug in biological fluids is inap-
propriate or impractical, an appropriate
acute pharmacological effects test or other
test of the new animal drug and, when
deemed scientifically necessary, of the ap-
proved new animal drug referred to in the
application in the species to be tested or in
an appropriate animal model does not show
a significant difference between the new ani-
mal drug and such approved new animal
drug when administered at the same dose
under similar experimental conditions.

If the approved new animal drug referred to in
the application for a new animal drug under
subsection (n) of this section is approved for
use in more than one animal species, the bio-
equivalency information described in sub-
clauses (I), (IT), and (III) shall be obtained for
one species, or if the Secretary deems appro-
priate based on scientific principles, shall be
obtained for more than one species. The Sec-
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retary may prescribe the dose to be used in de-
termining bioequivalency under subclause (I),
(IT), or (III). To assure that the residues of the
new animal drug will be consistent with the
established tolerances for the approved new
animal drug referred to in the application
under subsection (b)(2) of this section upon the
expiration of the withdrawal period contained
in the application for the new animal drug,
the Secretary shall require bioequivalency
data or residue depletion studies of the new
animal drug or such other data or studies as
the Secretary considers appropriate based on
scientific principles. If the Secretary requires
one or more residue studies under the preced-
ing sentence, the Secretary may not require
that the assay methodology used to determine
the withdrawal period of the new animal drug
be more rigorous than the methodology used
to determine the withdrawal period for the ap-
proved new animal drug referred to in the ap-
plication. If such studies are required and if
the approved new animal drug, referred to in
the application for the new animal drug for
which such studies are required, is approved
for use in more than one animal species, such
studies shall be conducted for one species, or if
the Secretary deems appropriate based on sci-
entific principles, shall be conducted for more
than one species.

(3) If the patent information described in sub-
section (b)(1) of this section could not be filed
with the submission of an application under sub-
section (b)(1) of this section because the applica-
tion was filed before the patent information was
required under subsection (b)(1) of this section
or a patent was issued after the application was
approved under such subsection, the holder of an
approved application shall file with the Sec-
retary the patent number and the expiration
date of any patent which claims the new animal
drug for which the application was filed or
which claims a method of using such drug and
with respect to which a claim of patent infringe-
ment could reasonably be asserted if a person
not licensed by the owner engaged in the manu-
facture, use, or sale of the drug. If the holder of
an approved application could not file patent in-
formation under subsection (b)(1) of this section
because it was not required at the time the ap-
plication was approved, the holder shall file
such information under this subsection not later
than 30 days after November 16, 1988, and if the
holder of an approved application could not file
patent information under subsection (b)(1) of
this section because no patent had been issued
when an application was filed or approved, the
holder shall file such information under this
subsection not later than 30 days after the date
the patent involved is issued. Upon the submis-
sion of patent information under this sub-
section, the Secretary shall publish it.

(4) A drug manufactured in a pilot or other
small facility may be used to demonstrate the
safety and effectiveness of the drug and to ob-
tain approval for the drug prior to manufacture
of the drug in a larger facility, unless the Sec-
retary makes a determination that a full scale
production facility is necessary to ensure the
safety or effectiveness of the drug.
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(d) Grounds for refusing application; approval of
application; factors; “substantial evidence”
defined; combination drugs

(1) If the Secretary finds, after due notice to
the applicant in accordance with subsection (c)
of this section and giving him an opportunity
for a hearing, in accordance with said sub-
section, that—

(A) the investigations, reports of which are
required to be submitted to the Secretary pur-
suant to subsection (b) of this section, do not
include adequate tests by all methods reason-
ably applicable to show whether or not such
drug is safe for use under the conditions pre-
scribed, recommended, or suggested in the pro-
posed labeling thereof;

(B) the results of such tests show that such
drug is unsafe for use under such conditions or
do not show that such drug is safe for use
under such conditions;

(C) the methods used in, and the facilities
and controls used for, the manufacture, proc-
essing, and packing of such drug are inad-
equate to preserve its identity, strength, qual-
ity, and purity;

(D) upon the basis of the information sub-
mitted to him as part of the application, or
upon the basis of any other information before
him with respect to such drug, he has insuffi-
cient information to determine whether such
drug is safe for use under such conditions;

(E) evaluated on the basis of the information
submitted to him as part of the application
and any other information before him with re-
spect to such drug, there is a lack of substan-
tial evidence that the drug will have the effect
it purports or is represented to have under the
conditions of use prescribed, recommended, or
suggested in the proposed labeling thereof;

(F') upon the basis of information submitted
to the Secretary as part of the application or
any other information before the Secretary
with respect to such drug, any use prescribed,
recommended, or suggested in labeling pro-
posed for such drug will result in a residue of
such drug in excess of a tolerance found by the
Secretary to be safe for such drug;

(G) the application failed to contain the pat-
ent information prescribed by subsection (b)(1)
of this section;

(H) based on a fair evaluation of all material
facts, such labeling is false or misleading in
any particular; or

(I) such drug induces cancer when ingested
by man or animal or, after tests which are ap-
propriate for the evaluation of the safety of
such drug, induces cancer in man or animal,
except that the foregoing provisions of this
subparagraph shall not apply with respect to
such drug if the Secretary finds that, under
the conditions of use specified in proposed la-
beling and reasonably certain to be followed in
practice (i) such drug will not adversely affect
the animals for which it is intended, and (ii)
no residue of such drug will be found (by meth-
ods of examination prescribed or approved by
the Secretary by regulations, which regula-
tions shall not be subject to subsections (c),
(d), and (h) of this section), in any edible por-
tion of such animals after slaughter or in any
food yielded by or derived from the living ani-
mals;
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he shall issue an order refusing to approve the
application. If, after such notice and oppor-
tunity for hearings, the Secretary finds that
subparagraphs (A) through (I) do not apply, he
shall issue an order approving the application.

(2) In determining whether such drug is safe
for use under the conditions prescribed, rec-
ommended, or suggested in the proposed label-
ing thereof, the Secretary shall consider, among
other relevant factors, (A) the probable con-
sumption of such drug and of any substance
formed in or on food because of the use of such
drug, (B) the cumulative effect on man or ani-
mal of such drug, taking into account any
chemically or pharmacologically related sub-
stance, (C) safety factors which in the opinion of
experts, qualified by scientific training and ex-
perience to evaluate the safety of such drugs,
are appropriate for the use of animal experimen-
tation data, and (D) whether the conditions of
use prescribed, recommended, or suggested in
the proposed labeling are reasonably certain to
be followed in practice. Any order issued under
this subsection refusing to approve an applica-
tion shall state the findings upon which it is
based.

(3) As used in this section, the term ‘‘substan-
tial evidence’ means evidence consisting of one
or more adequate and well controlled investiga-
tions, such as—

(A) a study in a target species;

(B) a study in laboratory animals;

(C) any field investigation that may be re-
quired under this section and that meets the
requirements of subsection (b)(3) of this sec-
tion if a presubmission conference is requested
by the applicant;

(D) a bioequivalence study; or

(E) an in vitro study;

by experts qualified by scientific training and
experience to evaluate the effectiveness of the
drug involved, on the basis of which it could
fairly and reasonably be concluded by such ex-
perts that the drug will have the effect it pur-
ports or is represented to have under the condi-
tions of use prescribed, recommended, or sug-
gested in the labeling or proposed labeling
thereof.

(4) In a case in which an animal drug contains
more than one active ingredient, or the labeling
of the drug prescribes, recommends, or suggests
use of the drug in combination with one or more
other animal drugs, and the active ingredients
or drugs intended for use in the combination
have previously been separately approved pursu-
ant to an application submitted under sub-
section (b)(1) of this section for particular uses
and conditions of use for which they are in-
tended for use in the combination—

(A) the Secretary shall not issue an order
under paragraph (1)(A), (1)(B), or (1)(D) refus-
ing to approve the application for such combi-
nation on human food safety grounds unless
the Secretary finds that the application fails
to establish that—

(i) none of the active ingredients or drugs
intended for use in the combination, respec-
tively, at the longest withdrawal time of any
of the active ingredients or drugs in the
combination, respectively, exceeds its estab-
lished tolerance; or
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(ii) none of the active ingredients or drugs
in the combination interferes with the meth-
ods of analysis for another of the active in-
gredients or drugs in the combination, re-
spectively;

(B) the Secretary shall not issue an order
under paragraph (1)(A), (1)(B), or (1)(D) refus-
ing to approve the application for such combi-
nation on target animal safety grounds unless
the Secretary finds that—

(i)(I) there is a substantiated scientific
issue, specific to one or more of the active
ingredients or animal drugs in the combina-
tion, that cannot adequately be evaluated
based on information contained in the appli-
cation for the combination (including any
investigations, studies, or tests for which
the applicant has a right of reference or use
from the person by or for whom the inves-
tigations, studies, or tests were conducted);
or

(IT) there is a scientific issue raised by tar-
get animal observations contained in studies
submitted to the Secretary as part of the ap-
plication; and

(ii) based on the Secretary’s evaluation of
the information contained in the application
with respect to the issues identified in
clauses (i)(I) and (II), paragraph (1)(A), (B),
or (D) apply;

(C) except in the case of a combination that
contains a nontopical antibacterial ingredient
or animal drug, the Secretary shall not issue
an order under paragraph (1)(E) refusing to ap-
prove an application for a combination animal
drug intended for use other than in animal
feed or drinking water unless the Secretary
finds that the application fails to demonstrate
that—

(i) there is substantial evidence that any
active ingredient or animal drug intended
only for the same use as another active in-
gredient or animal drug in the combination
makes a contribution to labeled effective-
ness;

(ii) each active ingredient or animal drug
intended for at least one use that is different
from all other active ingredients or animal
drugs used in the combination provides ap-
propriate concurrent use for the intended
target population; or

(iii) where based on scientific information
the Secretary has reason to believe the ac-
tive ingredients or animal drugs may be
physically incompatible or have disparate
dosing regimens, such active ingredients or
animal drugs are physically compatible or
do not have disparate dosing regimens; and

(D) the Secretary shall not issue an order
under paragraph (1)(E) refusing to approve an
application for a combination animal drug in-
tended for use in animal feed or drinking
water unless the Secretary finds that the ap-
plication fails to demonstrate that—

(i) there is substantial evidence that any
active ingredient or animal drug intended
only for the same use as another active in-
gredient or animal drug in the combination
makes a contribution to the labeled effec-
tiveness;
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(ii) each of the active ingredients or ani-
mal drugs intended for at least one use that
is different from all other active ingredients
or animal drugs used in the combination
provides appropriate concurrent use for the
intended target population;

(iii) where a combination contains more
than one nontopical antibacterial ingredient
or animal drug, there is substantial evidence
that each of the nontopical antibacterial in-
gredients or animal drugs makes a contribu-
tion to the labeled effectiveness, except that
for purposes of this clause, antibacterial in-
gredient or animal drug does not include the
ionophore or arsenical classes of animal
drugs; or

(iv) where based on scientific information
the Secretary has reason to believe the ac-
tive ingredients or animal drugs intended for
use in drinking water may be physically in-
compatible, such active ingredients or ani-
mal drugs intended for use in drinking water
are physically compatible.

(5) In reviewing an application that proposes a
change to add an intended use for a minor use or
a minor species to an approved new animal drug
application, the Secretary shall reevaluate only
the relevant information in the approved appli-
cation to determine whether the application for
the minor use or minor species can be approved.
A decision to approve the application for the
minor use or minor species is not, implicitly or
explicitly, a reaffirmation of the approval of the
original application.

(e) Withdrawal of approval; grounds; immediate
suspension upon finding imminent hazard to
health of man or animals

(1) The Secretary shall, after due notice and
opportunity for hearing to the applicant, issue
an order withdrawing approval of an application
filed pursuant to subsection (b) of this section
with respect to any new animal drug if the Sec-
retary finds—

(A) that experience or scientific data show
that such drug is unsafe for use under the con-
ditions of use upon the basis of which the ap-
plication was approved or the condition of use
authorized under subsection (a)(4)(A) of this
section;

(B) that new evidence not contained in such
application or not available to the Secretary
until after such application was approved, or
tests by new methods, or tests by methods not
deemed reasonably applicable when such appli-
cation was approved, evaluated together with
the evidence available to the Secretary when
the application was approved, shows that such
drug is not shown to be safe for use under the
conditions of use upon the basis of which the
application was approved or that subparagraph
(I) of paragraph (1) of subsection (d) of this
section applies to such drug;

(C) on the basis of new information before
him with respect to such drug, evaluated to-
gether with the evidence available to him
when the application was approved, that there
is a lack of substantial evidence that such
drug will have the effect it purports or is rep-
resented to have under the conditions of use
prescribed, recommended, or suggested in the
labeling thereof;
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(D) the patent information prescribed by
subsection (c)(3) of this section was not filed
within 30 days after the receipt of written no-
tice from the Secretary specifying the failure
to file such information;

(E) that the application contains any untrue
statement of a material fact; or

(F') that the applicant has made any changes
from the standpoint of safety or effectiveness
beyond the variations provided for in the ap-
plication unless he has supplemented the ap-
plication by filing with the Secretary ade-
quate information respecting all such changes
and unless there is in effect an approval of the
supplemental application. The supplemental
application shall be treated in the same man-
ner as the original application.

If the Secretary (or in his absence the officer
acting as Secretary) finds that there is an immi-
nent hazard to the health of man or of the ani-
mals for which such drug is intended, he may
suspend the approval of such application imme-
diately, and give the applicant prompt notice of
his action and afford the applicant the oppor-
tunity for an expedited hearing under this sub-
section; but the authority conferred by this sen-
tence to suspend the approval of an application
shall not be delegated.

(2) The Secretary may also, after due notice
and opportunity for hearing to the applicant,
issue an order withdrawing the approval of an
application with respect to any new animal drug
under this section if the Secretary finds—

(A) that the applicant has failed to establish
a system for maintaining required records, or
has repeatedly or deliberately failed to main-
tain such records or to make required reports
in accordance with a regulation or order under
subsection (1) of this section, or the applicant
has refused to permit access to, or copying or
verification of, such records as required by
paragraph (2) of such subsection;

(B) that on the basis of new information be-
fore him, evaluated together with the evidence
before him when the application was approved,
the methods used in, or the facilities and con-
trols used for, the manufacture, processing,
and packing of such drug are inadequate to as-
sure and preserve its identity, strength, qual-
ity, and purity and were not made adequate
within a reasonable time after receipt of writ-
ten notice from the Secretary specifying the
matter complained of; or

(C) that on the basis of new information be-
fore him, evaluated together with the evidence
before him when the application was approved,
the labeling of such drug, based on a fair eval-
uation of all material facts, is false or mis-
leading in any particular and was not cor-
rected within a reasonable time after receipt
of written notice from the Secretary specify-
ing the matter complained of.

(3) Any order under this subsection shall state
the findings upon which it is based.
(f) Revocation of order refusing, withdrawing or
suspending approval of application
Whenever the Secretary finds that the facts so

require, he shall revoke any previous order
under subsection (d), (e), or (m) of this section,
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or section 360ccc(c), (d), or (e) of this title refus-
ing, withdrawing, or suspending approval of an
application and shall approve such application
or reinstate such approval, as may be appro-
priate.

(g) Service of orders

Orders of the Secretary issued under this sec-
tion, or section 360ccc of this title (other than
orders issuing, amending, or repealing regula-
tions) shall be served (1) in person by any officer
or employee of the department designated by
the Secretary or (2) by mailing the order by reg-
istered mail or by certified mail addressed to
the applicant or respondent at his last known
address in the records of the Secretary.

(h) Appeal from order

An appeal may be taken by the applicant from
an order of the Secretary refusing or withdraw-
ing approval of an application filed under sub-
section (b) or (m) of this section. The provisions
of subsection (h) of section 355 of this title shall
govern any such appeal.

(i) Publication in Federal Register; effective date
and revocation or suspension of regulation

When a new animal drug application filed pur-
suant to subsection (b) of this section or section
360ccc of this title is approved, the Secretary
shall by notice, which upon publication shall be
effective as a regulation, publish in the Federal
Register the name and address of the applicant
and the conditions and indications of use of the
new animal drug covered by such application,
including any tolerance and withdrawal period
or other use restrictions and, if such new animal
drug is intended for use in animal feed, appro-
priate purposes and conditions of use (including
special labeling requirements and any require-
ment that an animal feed bearing or containing
the new animal drug be limited to use under the
professional supervision of a licensed veterinar-
ian) applicable to any animal feed for use in
which such drug is approved, and such other in-
formation, upon the basis of which such applica-
tion was approved, as the Secretary deems nec-
essary to assure the safe and effective use of
such drug. Upon withdrawal of approval of such
new animal drug application or upon its suspen-
sion or upon failure to renew a conditional ap-
proval under section 360ccc of this title, the Sec-
retary shall forthwith revoke or suspend, as the
case may be, the regulation published pursuant
to this subsection (i) insofar as it is based on the
approval of such application.

() Exemption of drugs for research; discre-
tionary and mandatory conditions

To the extent consistent with the public
health, the Secretary shall promulgate regula-
tions for exempting from the operation of this
section new animal drugs, and animal feeds
bearing or containing new animal drugs, in-
tended solely for investigational use by experts
qualified by scientific training and experience to
investigate the safety and effectiveness of ani-
mal drugs. Such regulations may, in the discre-
tion of the Secretary, among other conditions
relating to the protection of the public health,
provide for conditioning such exemption upon
the establishment and maintenance of such
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records, and the making of such reports to the
Secretary, by the manufacturer or the sponsor
of the investigation of such article, of data (in-
cluding but not limited to analytical reports by
investigators) obtained as a result of such inves-
tigational use of such article, as the Secretary
finds will enable him to evaluate the safety and
effectiveness of such article in the event of the
filing of an application pursuant to this section.
Such regulations, among other things, shall set
forth the conditions (if any) upon which animals
treated with such articles, and any products of
such animals (before or after slaughter), may be
marketed for food use.

(k) Food containing new animal drug considered
unadulterated while approval of application
for such drug is effective

While approval of an application for a new ani-
mal drug is effective, a food shall not, by reason
of bearing or containing such drug or any sub-
stance formed in or on the food because of its
use in accordance with such application (includ-
ing the conditions and indications of use pre-
scribed pursuant to subsection (i) of this sec-
tion), be considered adulterated within the
meaning of clause (1) of section 342(a) of this
title.

(I) Records and reports; required information;
regulations and orders; examination of data;
access to records

(1) In the case of any new animal drug for
which an approval of an application filed pursu-
ant to subsection (b) of this section or section
360ccc of this title is in effect, the applicant
shall establish and maintain such records, and
make such reports to the Secretary, of data re-
lating to experience, including experience with
uses authorized under subsection (a)(4)(A) of this
section, and other data or information, received
or otherwise obtained by such applicant with re-
spect to such drug, or with respect to animal
feeds bearing or containing such drug, as the
Secretary may by general regulation, or by
order with respect to such application, prescribe
on the basis of a finding that such records and
reports are necessary in order to enable the Sec-
retary to determine, or facilitate a determina-
tion, whether there is or may be ground for in-
voking subsection (e) or subsection (m)(4) of this
section. Such regulation or order shall provide,
where the Secretary deems it to be appropriate,
for the examination, upon request, by the per-
sons to whom such regulation or order is appli-
cable, of similar information received or other-
wise obtained by the Secretary.

(2) Every person required under this sub-
section to maintain records, and every person in
charge or custody thereof, shall, upon request of
an officer or employee designated by the Sec-
retary, permit such officer or employee at all
reasonable times to have access to and copy and
verify such records.

(3)(A) In the case of each new animal drug de-
scribed in paragraph (1) that contains an anti-
microbial active ingredient, the sponsor of the
drug shall submit an annual report to the Sec-
retary on the amount of each antimicrobial ac-
tive ingredient in the drug that is sold or dis-
tributed for use in food-producing animals, in-
cluding information on any distributor-labeled
product.
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(B) Each report under this paragraph shall
specify the amount of each antimicrobial active
ingredient—

(i) by container size, strength, and dosage
form;

(ii) by quantities distributed domestically
and quantities exported; and

(iii) by dosage form, including, for each such
dosage form, a listing of the target animals,
indications, and production classes that are
specified on the approved label of the product.

(C) Each report under this paragraph shall—

(i) be submitted not later than March 31
each year;

(ii) cover the period of the preceding cal-
endar year; and

(iii) include separate information for each
month of such calendar year.

(D) The Secretary may share information re-
ported under this paragraph with the Anti-
microbial Resistance Task Force established
under section 247d-5 of title 42.

(BE) The Secretary shall make summaries of
the information reported under this paragraph
publicly available, except that—

(i) the summary data shall be reported by
antimicrobial class, and no class with fewer
than 3 distinct sponsors of approved applica-
tions shall be independently reported; and

(ii) the data shall be reported in a manner
consistent with protecting both national secu-
rity and confidential business information.

(m) Feed mill licenses

(1) Any person may file with the Secretary an
application for a license to manufacture 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 fa-
cility at which the manufacturing is to take
place and the facility’s registration number, (B)
the name and signature of the responsible indi-
vidual or individuals for that facility, (C) a cer-
tification that the animal feeds bearing or con-
taining new animal drugs are manufactured and
labeled in accordance with the applicable regu-
lations published pursuant to subsection (i) of
this section or for indexed new animal drugs in
accordance with the index listing published pur-
suant to section 360ccc-1(e)(2) of this title and
the labeling requirements set forth in section
360ccc-1(h) of this title, and (D) a certification
that the methods used in, and the facilities and
controls used for, manufacturing, processing,
packaging, and holding such animal feeds are in
conformity with current good manufacturing
practice as described in section 351(a)(2)(B) of
this title.

(2) Within 90 days after the filing of an appli-
cation pursuant to paragraph (1), or such addi-
tional period as may be agreed upon by the Sec-
retary 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 approval specified in paragraph (3)
applies, or (B) give the applicant notice of an op-
portunity for a hearing before the Secretary
under paragraph (3) on the question whether
such application is approvable. The procedure
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governing such a hearing shall be the procedure
set forth in the last two sentences of subsection
(c)(1) of this section.

(3) If the Secretary, after due notice to the ap-
plicant in accordance with paragraph (2) and
giving the applicant an opportunity for a hear-
ing in accordance with such paragraph, finds, on
the basis of information submitted to the Sec-
retary as part of the application, on the basis of
a preapproval inspection, or on the basis of any
other information before the Secretary—

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

(B) that the methods used in, and the facili-
ties and controls used for, the manufacture,
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 ani-
mal feeds bearing or containing new animal
drugs in a manner that does not accord with
the conditions or indications of use that are
published pursuant to subsection (i) of this
section or an index listing pursuant to section
360ccc—1(e) of this title,

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 ap-
proving an application for a license to manufac-
ture animal feeds bearing or containing new ani-
mal drugs shall permit a facility to manufacture
only those animal feeds bearing or containing
new animal drugs for which there are in effect
regulations pursuant to subsection (i) of this
section or an index listing pursuant to section
360ccc-1(e) of this title relating to the use of
such drugs in or on such animal feed.

(4)(A) The Secretary shall, after due notice
and opportunity for hearing to the applicant, re-
voke a license to manufacture animal feeds
bearing or containing new animal drugs under
this subsection if the Secretary finds—

(i) that the application for such license con-
tains any untrue statement of a material fact;
or

(ii) 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 facility un-
less the applicant has supplemented the appli-
cation by filing with the Secretary adequate
information respecting all such changes and
unless there is in effect an approval of the sup-
plemental application.

If the Secretary (or in the Secretary’s absence
the officer acting as the Secretary) finds that
there is an imminent hazard to the health of hu-
mans or of the animals for which such animal
feed is intended, the Secretary may suspend the
license immediately, and give the applicant
prompt notice of the action and afford the appli-
cant the opportunity for an expedited hearing
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under this subsection; but the authority con-
ferred by this sentence shall not be delegated.

(B) The Secretary may also, after due notice
and opportunity for hearing to the applicant, re-
voke a license to manufacture animal feed under
this subsection if the Secretary finds—

(i) that the applicant has failed to establish
a system for maintaining required records, or
has repeatedly or deliberately failed to main-
tain such records or to make required reports
in accordance with a regulation or order under
paragraph (5)(A) of this subsection or section
354(a)(3)(A) of this title, or the applicant has
refused to permit access to, or copying or ver-
ification of, such records as required by sub-
paragraph (B) of such paragraph or section
354(a)(3)(B) of this title;

(ii) that on the basis of new information be-
fore 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 manufac-
ture, processing, packing, and holding of such
animal feed are inadequate to assure and pre-
serve the identity, strength, quality, and pu-
rity of the new animal drug therein, and were
not made adequate within a reasonable time
after receipt of written notice from the Sec-
retary, specifying the matter complained of;

(iii) that on the basis of new information be-
fore 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 mate-
rial facts, is false or misleading in any par-
ticular and was not corrected within a reason-
able time after receipt of written notice from
the Secretary specifying the matter com-
plained of; or

(iv) that on the basis of new information be-
fore the Secretary, evaluated together with
the evidence before the Secretary when such
license was issued, the facility has manufac-
tured, processed, packed, or held animal feed
bearing or containing a new animal drug adul-
terated under section 351(a)(6) of this title and
the facility did not discontinue the manufac-
ture, processing, packing, or holding of such
animal 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 license 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 opportunity for a hearing on the mat-
ter.

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

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

(A) the applicant shall establish and main-
tain such records, and make such reports to
the Secretary, or (at the option of the Sec-
retary) to the appropriate person or persons
holding an approved application filed under
subsection (b) of this section, as the Secretary
may by general regulation, or by order with
respect to such application, prescribe on the
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basis of a finding that such records and reports
are necessary in order to enable the Secretary
to determine, or facilitate a determination,
whether there is or may be ground for invok-
ing subsection (e) of this section or paragraph
(4); and

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

(6) To the extent consistent with the public
health, the Secretary may promulgate regula-
tions for exempting from the operation of this
subsection facilities that manufacture, process,
pack, or hold animal feeds bearing or containing
new animal drugs.

(n) Abbreviated applications for new animal
drugs; contents, filing, etc.; lists of approved
drugs

(1) An abbreviated application for a new ani-
mal drug shall contain—

(A)(1) except as provided in clause (ii), infor-
mation to show that the conditions of use or
similar limitations (whether in the labeling or
published pursuant to subsection (i) of this
section) prescribed, recommended, or sug-
gested in the labeling proposed for the new
animal drug have been previously approved for
a new animal drug listed under paragraph (4)
(hereinafter in this subsection referred to as
an ‘“‘approved new animal drug’’), and

(ii) information to show that the withdrawal
period at which residues of the new animal
drug will be consistent with the tolerances es-
tablished for the approved new animal drug is
the same as the withdrawal period previously
established for the approved new animal drug
or, if the withdrawal period is proposed to be
different, information showing that the resi-
dues of the new animal drug at the proposed
different withdrawal period will be consistent
with the tolerances established for the ap-
proved new animal drug;

(B)(i) information to show that the active
ingredients of the new animal drug are the
same as those of the approved new animal
drug, and

(ii) if the approved new animal drug has
more than one active ingredient, and if one of
the active ingredients of the new animal drug
is different from one of the active ingredients
of the approved new animal drug and the ap-
plication is filed pursuant to the approval of a
petition filed under paragraph (3)—

(I) information to show that the other ac-
tive ingredients of the new animal drug are
the same as the active ingredients of the ap-
proved new animal drug,

(IT) information to show either that the
different active ingredient is an active ingre-
dient of another approved new animal drug
or of an animal drug which does not meet
the requirements of section 321(v) of this
title, and

(ITI) such other information respecting the
different active ingredients as the Secretary
may require;

(C)(d) if the approved new animal drug is per-
mitted to be used with one or more animal
drugs in animal feed, information to show that
the proposed uses of the new animal drug with
other animal drugs in animal feed are the
same as the uses of the approved new animal
drug, and

(ii) if the approved new animal drug is per-
mitted to be used with one or more other ani-
mal drugs in animal feed, and one of the other
animal drugs proposed for use with the new
animal drug in animal feed is different from
one of the other animal drugs permitted to be
used in animal feed with the approved new
animal drug, and the application is filed pur-
suant to the approval of a petition filed under
paragraph (3)—

(I) information to show either that the dif-
ferent animal drug proposed for use with the
approved new animal drug in animal feed is
an approved new animal drug permitted to
be used in animal feed or does not meet the
requirements of section 321(v) of this title
when used with another animal drug in ani-
mal feed,

(IT) information to show that other animal
drugs proposed for use with the new animal
drug in animal feed are the same as the
other animal drugs permitted to be used
with the approved new animal drug, and

(ITII) such other information respecting the
different animal drug or combination with
respect to which the petition was filed as the
Secretary may require,

(D) information to show that the route of ad-
ministration, the dosage form, and the
strength of the new animal drug are the same
as those of the approved new animal drug or,
if the route of administration, the dosage
form, or the strength of the new animal drug
is different and the application is filed pursu-
ant to the approval of a petition filed under
paragraph (3), such information respecting the
route of administration, dosage form, or
strength with respect to which the petition
was filed as the Secretary may require;

(BE) information to show that the new animal
drug is bioequivalent to the approved new ani-
mal drug, except that if the application is filed
pursuant to the approval of a petition filed
under paragraph (3) for the purposes described
in subparagraph (B) or (C), information to
show that the active ingredients of the new
animal drug are of the same pharmacological
or therapeutic class as the pharmacological or
therapeutic class of the approved new animal
drug and that the new animal drug can be ex-
pected to have the same therapeutic effect as
the approved new animal drug when used in
accordance with the labeling;

(F) information to show that the labeling
proposed for the new animal drug is the same
as the labeling approved for the approved new
animal drug except for changes required be-
cause of differences approved under a petition
filed under paragraph (3), because of a dif-
ferent withdrawal period, or because the new
animal drug and the approved new animal
drug are produced or distributed by different
manufacturers;

(G) the items specified in clauses (B)
through (F') of subsection (b)(1) of this section;
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(H) a certification, in the opinion of the ap-
plicant and to the best of his knowledge, with
respect to each patent which claims the ap-
proved new animal drug or which claims a use
for such approved new animal drug for which
the applicant is seeking approval under this
subsection and for which information is re-
quired to be filed under subsection (b)(1) or
(c)(3) of this section—

(i) that such patent information has not
been filed,

(ii) that such patent has expired,

(iii) of the date on which such patent will
expire, or

(iv) that such patent is invalid or will not
be infringed by the manufacture, use, or sale
of the new animal drug for which the appli-
cation is filed; and

(I) if with respect to the approved new ani-
mal drug information was filed under sub-
section (b)(1) or (c)(3) of this section for a
method of use patent which does not claim a
use for which the applicant is seeking ap-
proval of an application under subsection (c)(2)
of this section, a statement that the method of
use patent does not claim such a use.

The Secretary may not require that an abbre-
viated application contain information in addi-
tion to that required by subparagraphs (A)
through (I).

(2)(A) An applicant who makes a certification
described in paragraph (1)(G)(iv) shall include in
the application a statement that the applicant
will give the notice required by subparagraph
(B) to—

(i) each owner of the patent which is the sub-
ject of the certification or the representative
of such owner designated to receive such no-
tice, and

(ii) the holder of the approved application
under subsection (c)(1) of this section for the
drug which is claimed by the patent or a use
of which is claimed by the patent or the rep-
resentative of such holder designated to re-
ceive such notice.

(B) The notice referred to in subparagraph (A)
shall state that an application, which contains
data from bioequivalence studies, has been filed
under this subsection for the drug with respect
to which the certification is made to obtain ap-
proval to engage in the commercial manufac-
ture, use, or sale of such drug before the expira-
tion of the patent referred to in the certifi-
cation. Such notice shall include a detailed
statement of the factual and legal basis of the
applicant’s opinion that the patent is not valid
or will not be infringed.

(C) If an application is amended to include a
certification described in paragraph (1)(G)({v),
the notice required by subparagraph (B) shall be
given when the amended application is filed.

(3) If a person wants to submit an abbreviated
application for a new animal drug—

(A) whose active ingredients, route of ad-
ministration, dosage form, or strength differ
from that of an approved new animal drug, or

(B) whose use with other animal drugs in
animal feed differs from that of an approved
new animal drug,

such person shall submit a petition to the Sec-
retary seeking permission to file such an appli-
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cation. The Secretary shall approve a petition
for a new animal drug unless the Secretary finds
that—

(C) investigations must be conducted to
show the safety and effectiveness, in animals
to be treated with the drug, of the active in-
gredients, route of administration, dosage
form, strength, or use with other animal drugs
in animal feed which differ from the approved
new animal drug, or

(D) investigations must be conducted to
show the safety for human consumption of any
residues in food resulting from the proposed
active ingredients, route of administration,
dosage form, strength, or use with other ani-
mal drugs in animal feed for the new animal
drug which is different from the active ingre-
dients, route of administration, dosage form,
strength, or use with other animal drugs in
animal feed of the approved new animal drug.

The Secretary shall approve or disapprove a pe-
tition submitted under this paragraph within 90
days of the date the petition is submitted.

(4)(A)(1) Within 60 days of November 16, 1988,
the Secretary shall publish and make available
to the public a list in alphabetical order of the
official and proprietary name of each new ani-
mal drug which has been approved for safety and
effectiveness before November 16, 1988.

(ii) Every 30 days after the publication of the
first list under clause (i) the Secretary shall re-
vise the list to include each new animal drug
which has been approved for safety and effec-
tiveness under subsection (c) of this section dur-
ing the 30 day period.

(iii) When patent information submitted under
subsection (b)(1) or (¢)(3) of this section respect-
ing a new animal drug included on the list is to
be published by the Secretary, the Secretary
shall, in revisions made under clause (ii), in-
clude such information for such drug.

(B) A new animal drug approved for safety and
effectiveness before November 16, 1988, or ap-
proved for safety and effectiveness under sub-
section (c) of this section shall, for purposes of
this subsection, be considered to have been pub-
lished under subparagraph (A) on the date of its
approval or November 16, 1988, whichever is
later.

(C) If the approval of a new animal drug was
withdrawn or suspended under subsection
(¢)(2)(G) of this section or for grounds described
in subsection (e) of this section or if the Sec-
retary determines that a drug has been with-
drawn from sale for safety or effectiveness rea-
sons, it may not be published in the list under
subparagraph (A) or, if the withdrawal or sus-
pension occurred after its publication in such
list, it shall be immediately removed from such
list—

(i) for the same period as the withdrawal or
suspension under subsection (¢)(2)(G) or (e) of
this section, or

(ii) if the listed drug has been withdrawn
from sale, for the period of withdrawal from
sale or, if earlier, the period ending on the
date the Secretary determines that the with-
drawal from sale is not for safety or effective-
ness reasons.

A notice of the removal shall be published in the
Federal Register.



Page 235

(5) If an application contains the information
required by clauses (A), (G), and (H) of sub-
section (b)(1) of this section and such informa-
tion—

(A) is relied on by the applicant for the ap-
proval of the application, and

(B) is not information derived either from
investigations, studies, or tests conducted by
or for the applicant or for which the applicant
had obtained a right of reference or use from
the person by or for whom the investigations,
studies, or tests were conducted,

such application shall be considered to be an ap-
plication filed under subsection (b)(2) of this sec-
tion.

(0) “Patent” defined

For purposes of this section, the term ‘‘pat-
ent” means a patent issued by the United States
Patent and Trademark Office.

(p) Safety and effectiveness data

(1) Safety and effectiveness data and informa-
tion which has been submitted in an application
filed under subsection (b)(1) of this section or
section 360ccc(a) of this title for a drug and
which has not previously been disclosed to the
public shall be made available to the public,
upon request, unless extraordinary circum-
stances are shown—

(A) if no work is being or will be undertaken
to have the application approved,

(B) if the Secretary has determined that the
application is not approvable and all legal ap-
peals have been exhausted,

(C) if approval of the application under sub-
section (c) of this section is withdrawn and all
legal appeals have been exhausted,

(D) if the Secretary has determined that
such drug is not a new drug, or

(E) upon the effective date of the approval of
the first application filed under subsection
(b)(2) of this section which refers to such drug
or upon the date upon which the approval of
an application filed under subsection (b)(2) of
this section which refers to such drug could be
made effective if such an application had been
filed.

(2) Any request for data and information pur-
suant to paragraph (1) shall include a verified
statement by the person making the request
that any data or information received under
such paragraph shall not be disclosed by such
person to any other person—

(A) for the purpose of, or as part of a plan,
scheme, or device for, obtaining the right to
make, use, or market, or making, using, or
marketing, outside the United States, the
drug identified in the application filed under
subsection (b)(1) of this section or section
360ccc(a) of this title, and

(B) without obtaining from any person to
whom the data and information are disclosed
an identical verified statement, a copy of
which is to be provided by such person to the
Secretary, which meets the requirements of
this paragraph.

(June 25, 1938, ch. 675, §512, as added Pub. L.

90-399, §101(b), July 13, 1968, 82 Stat. 343; amend-
ed Pub. L. 100-670, title I, §§101, 102, 104, 107(a)(2),
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Nov. 16, 1988, 102 Stat. 3971, 3981, 3982, 3984; Pub.
L. 102-108, §2(e), Aug. 17, 1991, 105 Stat. 550; Pub.
L. 103-80, §3(r), Aug. 13, 1993, 107 Stat. 777; Pub.
L. 103-396, §2(a), (b)(2), (3), Oct. 22, 1994, 108 Stat.
4153, 4154; Pub. L. 104-250, §§2(a)-(d), 3-5(c), 6(a),
(b), Oct. 9, 1996, 110 Stat. 3151-3153, 3155-3157;
Pub. L. 105-115, title I, §124(b), Nov. 21, 1997, 111
Stat. 2325; Pub. L. 105-277, div. A, §101(a) [title
VII, §737], Oct. 21, 1998, 112 Stat. 2681, 2681-30;
Pub. L. 106-113, div. B, §1000(a)(9) [title IV,
§4732(b)(11)], Nov. 29, 1999, 113 Stat. 1536,
1501A-584; Pub. L. 108-282, title I, §102(b)(2), (3),
B)D)—(S), Aug. 2, 2004, 118 Stat. 892, 903, 904; Pub.
L. 110-316, title I, §105(a), Aug. 14, 2008, 122 Stat.
3513.)

REFERENCES IN TEXT

Section 342(a)(2) of this title, referred to in subsec.
(a)(6), was amended by Pub. L. 104-170, title IV, §404,
Aug. 3, 1996, 110 Stat. 1514, and, as so amended, no
longer contains a subcl. (D). See section 342(a)(2)(C)(ii)
of this title.

AMENDMENTS

2008—Subsec. (1)(3). Pub. L. 110-316 added par. (3).

2004—Subsec. (a)(1), (2). Pub. L. 108-282, §102(b)(5)(I),
added pars. (1) and (2) and struck out former pars. (1)
and (2) which deemed as unsafe new animal drugs and
animal feed bearing or containing a new animal drug
which did not have in effect certain approvals.

Subsec. (b)(3). Pub. L. 108-282, §102(b)(5)(J), sub-
stituted ‘‘under paragraph (1), section 360ccc of this
title, or a request for an investigational exemption
under subsection (j)’ for ‘‘under paragraph (1) or a re-
quest for an investigational exemption under sub-
section (j)”.

Subsec. (c)(2)(F)@di), (dii), (v). Pub. L. 108-282,
§102(b)(2), substituted ‘‘(other than bioequivalence
studies or residue depletion studies, except residue de-
pletion studies for minor uses or minor species)” for
‘‘(other than bioequivalence or residue studies)”’.

Subsec. (d)(4). Pub. L. 108-282, §102(b)(5)(K), sub-
stituted ‘‘have previously been separately approved
pursuant to an application submitted under subsection
(b)(1) of this section’ for ‘‘have previously been sepa-
rately approved’ in introductory provisions.

Subsec. (d)(5). Pub. L. 108-282, §102(b)(3), added par.

5).

Subsec. (f). Pub. L. 108-282, §102(b)(5)(L), substituted
“subsection (d), (e), or (m) of this section, or section
360cce(e), (d), or (e) of this title” for ‘‘subsection (d),
(e), or (m) of this section”.

Subsec. (g). Pub. L. 108-282, §102(b)(5)(M), substituted
‘“‘this section, or section 360ccc of this title”” for ‘‘this
section’.

Subsec. (i). Pub. L. 108-282, §102(b)(5)(N), substituted
‘‘subsection (b) of this section or section 360ccc of this
title” for ‘‘subsection (b) of this section’ and inserted
‘‘or upon failure to renew a conditional approval under
section 360ccc of this title’” after ‘‘or upon its suspen-
sion’.

Subsec. (D)(1). Pub. L. 108-282, §102(b)(5)(O), sub-
stituted ‘‘subsection (b) of this section or section 360ccc
of this title” for ‘‘subsection (b) of this section’’.

Subsec. (m)(1)(C). Pub. L. 108-282, §102(b)(5)(P), sub-
stituted ‘‘applicable regulations published pursuant to
subsection (i) of this section or for indexed new animal
drugs in accordance with the index listing published
pursuant to section 360ccc-1(e)(2) of this title and the
labeling requirements set forth in section 360ccc-1(h) of
this title” for ‘‘applicable regulations published pursu-
ant to subsection (i) of this section’.

Subsec. (m)(3). Pub. L. 108-282, §102(b)(5)(Q), inserted
‘‘or an index listing pursuant to section 360ccc-1(e) of
this title’” after ‘‘subsection (i) of this section” in sub-
par. (C) and concluding provisions.

Subsec. (p)(1), (2)(A). Pub. L. 108-282, §102(b)(5)(R), (S),
substituted ‘‘subsection (b)(1) of this section or section
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360ccc(a) of this title” for ‘‘subsection (b)(1) of this sec-
tion”.

1999—Subsec. (0). Pub. L. 106-113 substituted ‘‘United
States Patent and Trademark Office” for ‘‘Patent and
Trademark Office of the Department of Commerce”’.

1998—Subsec. (d)(4)(D)(iii). Pub. L. 105-277 inserted be-
fore semicolon ‘‘, except that for purposes of this
clause, antibacterial ingredient or animal drug does
not include the ionophore or arsenical classes of animal
drugs’’.

1997—Subsec. (c)(4). Pub. L. 105-115 added par. (4).

1996—Subsec. (a)(1). Pub. L. 104-250, §6(a), amended
par. (1) generally. Prior to amendment, par. (1) read as
follows: ““A new animal drug shall, with respect to any
particular use or intended use of such drug, be deemed
unsafe for the purposes of section 351(a)(5) and section
342(a)(2)(D) of this title unless—

‘“(A) there is in effect an approval of an application
filed pursuant to subsection (b) of this section with
respect to such use or intended use of such drug, and

‘“(B) such drug, its labeling, and such use conform
to such approved application.

A new animal drug shall also be deemed unsafe for such
purposes in the event of removal from the establish-
ment of a manufacturer, packer, or distributor of such
drug for use in the manufacture of animal feed in any
State unless at the time of such removal such manufac-
turer, packer, or distributor has an unrevoked written
statement from the consignee of such drug, or notice
from the Secretary, to the effect that, with respect to
the use of such drug in animal feed, such consignee—

‘(i) is the holder of an approved application under
subsection (m) of this section; or

¢“(ii) will, if the consignee is not a user of the drug,
ship such drug only to a holder of an approved appli-
cation under subsection (m) of this section.”

Subsec. (a)(2). Pub. L. 104-250, §6(a), amended par. (2)
generally. Prior to amendment, par. (2) read as follows:
“An animal feed bearing or containing a new animal
drug shall, with respect to any particular use or in-
tended use of such animal feed, be deemed unsafe for
the purposes of section 351(a)(6) of this title unless—

‘“(A) there is in effect an approval of an application
filed pursuant to subsection (b) of this section with
respect to such drugs, as used in such animal feed,

‘“(B) there is in effect an approval of an application
pursuant to subsection (m)(1) of this section with re-
spect to such animal feed, and

‘(C) such animal feed, its labeling, and such use
conform to the conditions and indications of use pub-
lished pursuant to subsection (i) of this section and
to the application with respect thereto approved
under subsection (m) of this section.”

Subsec. (a)(6). Pub. L. 104-250, §4, added par. (6).

Subsec. (b)(3). Pub. L. 104-250, §2(d), added par. (3).

Subsec. (c)(2)(F)(i), (iii). Pub. L. 104-250, §2(b)(1), sub-
stituted ‘‘substantial evidence of the effectiveness of
the drug involved, any studies of animal safety, or,” for
“reports of new clinical or field investigations (other
than bioequivalence or residue studies) and,” and ‘‘re-
quired for the approval”’ for ‘‘essential to the ap-
proval’’.

Subsec. (¢)(2)(F)(v). Pub. L. 104-250, §2(b)(2), sub-
stituted ‘‘clause (iv)”’ for ‘‘subparagraph (B)(iv)” in two
places, ‘‘substantial evidence of the effectiveness of the
drug involved, any studies of animal safety,” for ‘‘re-
ports of clinical or field investigations’ and ‘‘required
for the new approval” for ‘‘essential to the new ap-
proval’’.

Subsec. (d)(1)(F). Pub. L. 104-250, §3, amended subpar.
(F) generally. Prior to amendment, subpar. (F) read as
follows: ‘‘upon the basis of the information submitted
to him as part of the application or any other informa-
tion before him with respect to such drug, the toler-
ance limitation proposed, if any, exceeds that reason-
ably required to accomplish the physical or other tech-
nical effect for which the drug is intended;”’.

Subsec. (d)(3). Pub. L. 104-250, §2(a), amended par. (3)
generally. Prior to amendment, par. (3) read as follows:
““As used in this subsection and subsection (e) of this
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section, the term ‘substantial evidence’ means evidence
consisting of adequate and well-controlled investiga-
tions, including field investigation, by experts qualified
by scientific training and experience to evaluate the ef-
fectiveness of the drug involved, on the basis of which
it could fairly and reasonably be concluded by such ex-
perts that the drug will have the effect it purports or
is represented to have under the conditions of use pre-
scribed, recommended, or suggested in the labeling or
proposed labeling thereof.”

Subsec. (d)(4). Pub. L. 104-250, §2(c), added par. (4).

Subsec. (i). Pub. L. 104-250, §5(c), inserted ‘‘and any
requirement that an animal feed bearing or containing
the new animal drug be limited to use under the profes-
sional supervision of a licensed veterinarian’ after
‘‘(including special labeling requirements’’.

Subsec. (m). Pub. L. 104-250, §6(b), amended subsec.
(m) generally, substituting provisions relating to appli-
cation for feed mill licenses, including approval, re-
fusal, revocation, and suspension of such licenses, and
provisions for record and reporting requirements for, as
well as exemption from, such licenses, for provisions
relating to application for uses of animal feed contain-
ing new animal drug, including required contents, ap-
proval, refusal, and withdrawal of approval or suspen-
sion of such usage applications, and provisions for
record and reporting requirements of such usage appli-
cations.

1994—Subsec. (a)(4), (5). Pub. L. 103-396, §2(a), added
pars. (4) and (5).

Subsec. (e)(1)(A). Pub. L. 103-396, §2(b)(2), inserted be-
fore semicolon at end ‘‘or the condition of use author-
ized under subsection (a)(4)(A) of this section”.

Subsec. (I)(1). Pub. L. 103-396, §2(b)(3), substituted
“‘relating to experience, including experience with uses
authorized under subsection (a)(4)(A) of this section,”
for ‘“‘relating to experience’’.

1993—Subsec. (¢)(2)(A)({i). Pub. L. 103-80, §3(r)(1), in-
serted ‘‘in”’ after ‘‘except as provided’.

Subsec. (¢)(2)(F)@{). Pub. L. 103-80, §3(r)(2), substituted
‘‘subparagraph (D)(iii)”’ for ‘‘subparagraph (C)(iii)”.

Subsec. (¢)(2)(H)(di). Pub. L. 103-80, §3(r)(3), sub-
stituted ‘‘subclauses’ for ‘‘subclause’ after ‘‘bioequiva-
lency information described in’’ in concluding provi-
sions.

Subsec. (d)(1). Pub. L. 103-80, §3(r)(4), substituted
‘“‘subparagraphs (A) through (I)”’ for ‘‘subparagraphs (A)
through (G)”’ in concluding provisions.

Subsec. (n)(1). Pub. L. 103-80, §3(r)(5), substituted
“‘section 321(v) of this title” for ‘‘section 321(w) of this
title” in subpars. (B)(i)II) and (C)(ii)(I) and sub-
stituted ‘‘through (I)’ for ‘“‘through (H)’ in concluding
provisions.

1991—Subsec. (e)(1)(B). Pub. L. 102-108 substituted
“(I)” for “(H)”.
1988—Subsec. (a)(1)(C). Pub. L. 100-670, §107(a)(2),

struck out subpar. (C) which read as follows: ‘‘in the
case of a new animal drug subject to subsection (n) of
this section and not exempted therefrom by regulations
it is from a batch with respect to which a certificate or
release issued pursuant to subsection (n) of this section
is in effect with respect to such drug.”

Subsec. (b). Pub. L. 100-670, §§101(a), 102(a), designated
existing provisions as par. (1), redesignated cls. (1) to
(8) as cls. (A) to (H), respectively, added par. (2), and in-
serted provisions at end of par. (1) which require appli-
cant to file with application, patent number and expi-
ration date of any patent which claims new animal
drug, to amend application to include such information
if patent which claims such drug or method of using
such drug is issued after filing date but before approval
of application, and to publish such information upon
approval.

Subsec. (c). Pub. L. 100-670, §§101(c), 102(b)(1), des-
ignated existing provisions as par. (1), redesignated cls.
(1) and (2) as cls. (A) and (B), respectively, and added
pars. (2) and (3).

Subsec. (d)(1). Pub. L. 100-670, §102(b)(3), substituted
‘(G)” for ““(H)”’ in last sentence.

Subsec. (D)(1)(G) to (I). Pub. L. 100-670, §102(b)(2),
added subpar. (G) and redesignated former subpars. (G)
and (H) as (H) and (I), respectively.
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Subsec. (e)(1)(D) to (F). Pub. L. 100-670, §102(b)(4),
added subpar. (D) and redesignated former subpars. (D)
and (E) as (E) and (F), respectively.

Subsecs. (n) to (p). Pub. L. 100-670, §101(b), added sub-
secs. (n) to (p) and struck out former subsec. (n) which
related to certification of new drugs containing penicil-
lin, streptomycin, chlortetracycline, chloramphenicol,
or bacitracin, and release prior to certification.

EFFECTIVE DATE OF 1999 AMENDMENT

Amendment by Pub. L. 106-113 effective 4 months
after Nov. 29, 1999, see section 1000(a)(9) [title IV, §4731]
of Pub. L. 106-113, set out as a note under section 1 of
Title 35, Patents.

EFFECTIVE DATE OF 1997 AMENDMENT

Amendment by Pub. L. 105-115 effective 90 days after
Nov. 21, 1997, except as otherwise provided, see section
501 of Pub. L. 105-115, set out as a note under section 321
of this title.

EFFECTIVE DATE OF 1994 AMENDMENT

Section 2(d) of Pub. L. 103-396 provided that: ‘“The
amendments made by this section [amending this sec-
tion and section 331 of this title] shall take effect upon
the adoption of the final regulations under subsection
(c) [set out below].” [Final regulations were dated Oct.
22, 1996, filed Nov. 6, 1996, published Nov. 7, 1996, 61 F.R.
57732, and effective Dec. 9, 1996.]

EFFECTIVE DATE OF 1988 AMENDMENT

Section 108 of Pub. L. 100-670 provided that: ‘“The Sec-
retary of Health and Human Services may not make an
approval of an application submitted under section
512(b)(2) of the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 360b(b)(2)) effective before January 1, 1991.”

EFFECTIVE DATE AND TRANSITIONAL PROVISIONS

Pub. L. 90-399, §108, July 13, 1968, 82 Stat. 353, as
amended by Pub. L. 108-282, title I, §102(b)(5)(T), Aug. 2,
2004, 118 Stat. 905, provided that:

‘‘(a) Except as otherwise provided in this section, the
amendments made by the foregoing sections [see Short
Title of 1968 Amendment note set out under section 301
of this title] shall take effect on the first day of the
thirteenth calendar month which begins after the date
of enactment of this Act [July 13, 1968].

““(b)(1) As used in this subsection, the term ‘effective
date’ means the effective date specified in subsection
(a) of this section; the term ‘basic Act’ means the Fed-
eral Food, Drug, and Cosmetic Act [this chapter]; and
other terms used both in this section and the basic Act
shall have the same meaning as they have, or had, at
the time referred to in the context, under the basic
Act.

‘“(2) Any approval, prior to the effective date, of a
new animal drug or of an animal feed bearing or con-
taining a new animal drug, whether granted by ap-
proval of a new-drug application, master file, antibiotic
regulation, or food additive regulations, shall continue
in effect, and shall be subject to change in accordance
with the provisions of the basic Act as amended by this
Act [see Short Title of 1968 Amendment note set out
under section 301 of this title].

“(3) In the case of any drug (other than a drug subject
to section 512(n) of the basic Act as amended by this
Act) [subsection (n) of this section] intended for use in
animals other than man which, on October 9, 1962, (A)
was commercially used or sold in the United States, (B)
was not a new drug as defined by section 201(p) of the
basic Act [section 321(p) of this title] as then in force,
and (C) was not covered by an effective application
under section 505 of that Act [section 355 of this title],
the words ‘effectiveness’ and ‘effective’ contained in
section 201(v) to the basic Act [sic] [section 321(v) of
this title] shall not apply to such drug when intended
solely for use under conditions prescribed, rec-
ommended, or suggested in labeling with respect to
such drug on that day.
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‘“(4) Regulations providing for fees (and advance de-
posits to cover fees) which on the day preceding the ef-
fective date applicable under subsection (a) of this sec-
tion were in effect pursuant to section 507 of the basic
Act [section 357 of this title] shall, except as the Sec-
retary may otherwise prescribe, be deemed to apply
also under section 512(n) of the basic Act [subsection
(n) of this section], and appropriations of fees (and of
advance deposits to cover fees) available for the pur-
poses specified in such section 507 [section 357 of this
title] as in effect prior to the effective date shall also
be available for the purposes specified in section 512(n)
[subsection (n) of this section], including preparatory
work or proceedings prior to that date.”

REGULATIONS

Section 2(e) of Pub. L. 104250 provided that:

‘(1) IN GENERAL.—Not later than 6 months after the
date of enactment of this Act [Oct. 9, 1996], the Sec-
retary of Health and Human Services shall issue pro-
posed regulations implementing the amendments made
by this Act as described in paragraph (2)(A) of this sub-
section, and not later than 18 months after the date of
enactment of this Act, the Secretary shall issue final
regulations implementing such amendments. Not later
than 12 months after the date of enactment of this Act,
the Secretary shall issue proposed regulations imple-
menting the other amendments made by this Act as de-
scribed in paragraphs (2)(B) and (2)(C) of this sub-
section, and not later than 24 months after the date of
enactment of this Act, the Secretary shall issue final
regulations implementing such amendments.

‘“(2) CONTENTS.—In issuing regulations implementing
the amendments made by this Act [see Short Title of
1996 Amendments note set out under section 301 of this
title], and in taking an action to review an application
for approval of a new animal drug under section 512 of
the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
360b), or a request for an investigational exemption for
a new animal drug under subsection (j) of such section,
that is pending or has been submitted prior to the ef-
fective date of the regulations, the Secretary shall—

““(A) further define the term ‘adequate and well

controlled’, as used in subsection (d)(3) of section 512

of such Act, to require that field investigations be de-

signed and conducted in a scientifically sound man-
ner, taking into account practical conditions in the
field and differences between field conditions and lab-
oratory conditions;

“(B) further define the term ‘substantial evidence’,

as defined in subsection (d)(3) of such section, in a

manner that encourages the submission of applica-

tions and supplemental applications; and

‘“(C) take into account the proposals contained in
the citizen petition (FDA Docket No. 91P-0434/CP)
jointly submitted by the American Veterinary Medi-
cal Association and the Animal Health Institute,

dated October 21, 1991.

Until the regulations required by subparagraph (A) are
issued, nothing in the regulations published at 21
C.F.R. 514.111(a)(5) (April 1, 1996) shall be construed to
compel the Secretary of Health and Human Services to
require a field investigation under section 512(d)(1)(E)
of the Federal Food, Drug, and Cosmetic Act (21 U.S.C.
360b(d)(1)(E)) or to apply any of its provisions in a man-
ner inconsistent with the considerations for scientif-
ically sound field investigations set forth in subpara-
graph (A).”

Section 2(c) of Pub. L. 103-396 provided that: ‘‘Not
later than 2 years after the date of the enactment of
this Act [Oct. 22, 1994], the Secretary of Health and
Human Services shall promulgate regulations to imple-
ment paragraphs (4)(A) and (5) of section 512(a) of the
Federal Food, Drug, and Cosmetic Act [21 U.S.C.
360b(a)(4)(A), (5)] (as amended by subsection (a)).”

Section 103 of Pub. L. 100-670 provided that:

‘“(a) GENERAL RULE.—The Secretary of Health and
Human Services shall promulgate, in accordance with
the notice and comment requirements of section 553 of
title 5, United States Code, such regulations as may be
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necessary for the administration of section 512 of the
Federal Food, Drug, and Cosmetic Act [21 U.S.C. 360b],
as amended by sections 101 through 103 of this title,
within one year of the date of enactment of this Act
[Nov. 16, 1988].

“(b) TRANSITION.—During the period beginning 60
days after the date of enactment of this Act [Nov. 16,
1988] and ending on the date regulations promulgated
under subsection (a) take effect, abbreviated new ani-
mal drug applications may be submitted in accordance
with the provisions of section 314.55 and part 320 of title
21 of the Code of Federal Regulations and shall be con-
sidered as suitable for any drug which has been ap-
proved for safety and effectiveness under section 512(c)
of the Federal Food, Drug, and Cosmetic Act [21 U.S.C.
360b(c)] before the date of enactment of this Act. If any
such provision of section 314.55 or part 320 is inconsist-
ent with the requirements of section 512 of the Federal
Food, Drug, and Cosmetic Act (as amended by this
title), the Secretary shall consider the application
under the applicable requirements of section 512 (as so
amended).”’

ANTIMICROBIAL ANIMAL DRUG DISTRIBUTION REPORTS

Pub. L. 110-316, title I, §105(b), (c), Aug. 14, 2008, 122
Stat. 3514, provided that:

““(b) FIRST REPORT.—For each new animal drug that
is subject to the reporting requirement under section
512(1)(3) of the Federal Food, Drug, and Cosmetic Act
[21 U.S.C. 360b(1)(3)], as added by subsection (a), and for
which an approval of an application filed pursuant to
section 512(b) or 571 of such Act [21 U.S.C. 360b(b),
360ccc] is in effect on the date of the enactment of this
title [Aug. 14, 2008], the Secretary of Health and Human
Services shall require the sponsor of the drug to submit
the first report under such section 512(1)(3) for the drug
not later than March 31, 2010.

‘‘(c) SEPARATE REPORT.—The reports required under
section 512(1)(3) of the Federal Food, Drug, and Cos-
metic Act, as added by subsection (a), shall be separate
from periodic drug experience reports that are required
under section 514.80(b)(4) of title 21, Code of Federal
Regulations (as in effect on the date of the enactment
of this title).”

DRUGS INTENDED FOR MINOR SPECIES AND MINOR USES

Section 2(f) of Pub. L. 104-250 provided that: “The
Secretary of Health and Human Services shall consider
legislative and regulatory options for facilitating the
approval under section 512 of the Federal Food, Drug,
and Cosmetic Act [21 U.S.C. 360b] of animal drugs in-
tended for minor species and for minor uses and, within
18 months after the date of enactment of this Act [Oct.
9, 1996], announce proposals for legislative or regu-
latory change to the approval process under such sec-
tion for animal drugs intended for use in minor species
or for minor uses.”

TRANSITIONAL PROVISION REGARDING IMPLEMENTATION
OF PUB. L. 104-250; APPROVED MEDICATED FEED AP-
PLICATION DEEMED LICENSE

Section 6(c) of Pub. L. 104-250 provided that: ‘“A per-
son engaged 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 re-
quirement for an approved medicated feed application
on the date of the enactment of this Act [Oct. 9, 1996],
shall be deemed to hold a license for the manufacturing
site identified in the approved medicated feed applica-
tion. The revocation of license provisions of section
512(m)(4) of the Federal Food, Drug, and Cosmetic Act
[21 U.S.C. 360b(m)(4)], as amended by this Act, shall
apply to such licenses. Such license shall expire within
18 months from the date of enactment of this Act un-
less the person submits to the Secretary a completed li-
cense application for the manufacturing site accom-
panied by a copy of an approved medicated feed appli-
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cation for such site, which license application shall be
deemed to be approved upon receipt by the Secretary.”’

DRUGS PRIMARILY MANUFACTURED USING
BIOTECHNOLOGY

Section 106 of Pub. L. 100670 provided that: ‘“Not-
withstanding section 512(b)(2) of the Federal Food,
Drug, and Cosmetic Act [21 U.S.C. 360b(b)(2)], the Sec-
retary of Health and Human Services may not approve
an abbreviated application submitted under such sec-
tion for a new animal drug which is primarily manufac-
tured using recombinant DNA, recombinant RNA, hy-
bridoma technology, or other processes involving site
specific genetic manipulation techniques.”’

§360c. Classification of devices
human use

intended for

(a) Classes of devices

(1) There are established the following classes
of devices intended for human use:
(A) CLASS I, GENERAL CONTROLS.—

(i) A device for which the controls author-
ized by or under section 351, 352, 360, 360f,
360h, 360i, or 360j of this title or any combi-
nation of such sections are sufficient to pro-
vide reasonable assurance of the safety and
effectiveness of the device.

(ii) A device for which insufficient infor-
mation exists to determine that the controls
referred to in clause (i) are sufficient to pro-
vide reasonable assurance of the safety and
effectiveness of the device or to establish
special controls to provide such assurance,
but because it—

(I) is not purported or represented to be
for a use in supporting or sustaining
human life or for a use which is of substan-
tial importance in preventing impairment
of human health, and

(IT) does not present a potential unrea-
sonable risk of illness or injury,

is to be regulated by the controls referred to
in clause (i).

(B) CLASS II, SPECIAL CONTROLS.—A device
which cannot be classified as a class I device
because the general controls by themselves
are insufficient to provide reasonable assur-
ance of the safety and effectiveness of the de-
vice, and for which there is sufficient informa-
tion to establish special controls to provide
such assurance, including the promulgation of
performance standards, postmarket surveil-
lance, patient registries, development and dis-
semination of guidelines (including guidelines
for the submission of clinical data in pre-
market notification submissions in accordance
with section 360(k) of this title), recommenda-
tions, and other appropriate actions as the
Secretary deems necessary to provide such as-
surance. For a device that is purported or rep-
resented to be for a use in supporting or sus-
taining human life, the Secretary shall exam-
ine and identify the special controls, if any,
that are necessary to provide adequate assur-
ance of safety and effectiveness and describe
how such controls provide such assurance.

(C) CLASS III, PREMARKET APPROVAL.—A de-
vice which because—

(i) it (I) cannot be classified as a class I de-
vice because insufficient information exists
to determine that the application of general
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