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means that information derived from 
animal or clinical studies is necessary 
to show that the drug product is safe or 
effective. Such information may be 
contained in published or unpublished 
reports. 

(3) If FDA approves a petition sub-
mitted under this section, the agency’s 
response may describe what additional 
information, if any, will be required to 
support an ANDA for the drug product. 
FDA may, at any time during the 
course of its review of an ANDA, re-
quest additional information required 
to evaluate the change approved under 
the petition. 

(f)(1) FDA may withdraw approval of 
a petition if the agency receives any 
information demonstrating that the 
petition no longer satisfies the condi-
tions under paragraph (e) of this sec-
tion. 

(2) If, after approval of a petition and 
before approval of an ANDA submitted 
pursuant to the approved petition, a 
drug product is approved in an NDA for 
the change described in the petition, 
the petition and the listed drug identi-
fied in the petition can no longer be 
the basis for ANDA submission, irre-
spective of whether FDA has with-
drawn approval of the petition. A per-
son seeking approval for such drug 
product must submit a new ANDA that 
identifies the pharmaceutically equiva-
lent reference listed drug as the basis 
for ANDA submission and comply with 
applicable regulatory requirements. 

[57 FR 17983, Apr. 28, 1992, as amended at 81 
FR 69649, Oct. 6, 2016] 

§ 314.94 Content and format of an 
ANDA. 

ANDAs are required to be submitted 
in the form and contain the informa-
tion required under this section. Three 
copies of the ANDA are required, an ar-
chival copy, a review copy, and a field 
copy. FDA will maintain guidance doc-
uments on the format and content of 
ANDAs to assist applicants in their 
preparation. 

(a) ANDAs. Except as provided in 
paragraph (b) of this section, the appli-
cant must submit a complete archival 
copy of the abbreviated new drug appli-
cation that includes the following: 

(1) Application form. The applicant 
must submit a completed and signed 

application form that contains the in-
formation described under § 314.50(a)(1), 
(a)(3), (a)(4), and (a)(5). The applicant 
must state whether the submission is 
an ANDA under this section or a sup-
plement to an ANDA under § 314.97. 

(2) Table of contents. The archival 
copy of the ANDA is required to con-
tain a table of contents that shows the 
volume number and page number of the 
contents of the submission. 

(3) Basis for ANDA submission. An 
ANDA must refer to a listed drug. Ordi-
narily, that listed drug will be the drug 
product selected by the Agency as the 
reference standard for conducting bio-
equivalence testing. The ANDA must 
contain: 

(i) The name of the reference listed 
drug, including its dosage form and 
strength. For an ANDA based on an ap-
proved petition under § 10.30 of this 
chapter and § 314.93, the reference listed 
drug must be the same as the listed 
drug referenced in the approved peti-
tion. 

(ii) A statement as to whether, ac-
cording to the information published in 
the list, the reference listed drug is en-
titled to a period of marketing exclu-
sivity under section 505(j)(5)(F) of the 
Federal Food, Drug, and Cosmetic Act. 

(iii) For an ANDA based on an ap-
proved petition under § 10.30 of this 
chapter and § 314.93, a reference to the 
FDA-assigned docket number for the 
petition and a copy of FDA’s cor-
respondence approving the petition. 

(4) Conditions of use. (i) A statement 
that the conditions of use prescribed, 
recommended, or suggested in the la-
beling proposed for the drug product 
have been previously approved for the 
reference listed drug. 

(ii) A reference to the applicant’s an-
notated proposed labeling and to the 
currently approved labeling for the ref-
erence listed drug provided under para-
graph (a)(8) of this section. 

(5) Active ingredients. (i) For a single- 
active-ingredient drug product, infor-
mation to show that the active ingre-
dient is the same as that of the ref-
erence single-active-ingredient listed 
drug, as follows: 

(A) A statement that the active in-
gredient of the proposed drug product 
is the same as that of the reference 
listed drug. 
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(B) A reference to the applicant’s an-
notated proposed labeling and to the 
currently approved labeling for the ref-
erence listed drug provided under para-
graph (a)(8) of this section. 

(ii) For a combination drug product, 
information to show that the active in-
gredients are the same as those of the 
reference listed drug except for any dif-
ferent active ingredient that has been 
the subject of an approved petition, as 
follows: 

(A) A statement that the active in-
gredients of the proposed drug product 
are the same as those of the reference 
listed drug, or if one of the active in-
gredients differs from one of the active 
ingredients of the reference listed drug 
and the ANDA is submitted under the 
approval of a petition under § 314.93 to 
vary such active ingredient, informa-
tion to show that the other active in-
gredients of the drug product are the 
same as the other active ingredients of 
the reference listed drug, information 
to show that the different active ingre-
dient is an active ingredient of another 
listed drug or of a drug that does not 
meet the definition of ‘‘new drug’’ in 
section 201(p) of the Federal Food, 
Drug, and Cosmetic Act, and such 
other information about the different 
active ingredient that FDA may re-
quire. 

(B) A reference to the applicant’s an-
notated proposed labeling and to the 
currently approved labeling for the ref-
erence listed drug provided under para-
graph (a)(8) of this section. 

(6) Route of administration, dosage 
form, and strength. (i) Information to 
show that the route of administration, 
dosage form, and strength of the drug 
product are the same as those of the 
reference listed drug except for any dif-
ferences that have been the subject of 
an approved petition, as follows: 

(A) A statement that the route of ad-
ministration, dosage form, and 
strength of the proposed drug product 
are the same as those of the reference 
listed drug. 

(B) A reference to the applicant’s an-
notated proposed labeling and to the 
currently approved labeling for the ref-
erence listed drug provided under para-
graph (a)(8) of this section. 

(ii) If the route of administration, 
dosage form, or strength of the drug 

product differs from the reference list-
ed drug and the ANDA is submitted 
under an approved petition under 
§ 314.93, such information about the dif-
ferent route of administration, dosage 
form, or strength that FDA may re-
quire. 

(7) Bioequivalence. (i) Information 
that shows that the drug product is 
bioequivalent to the reference listed 
drug upon which the applicant relies. A 
complete study report must be sub-
mitted for the bioequivalence study 
upon which the applicant relies for ap-
proval. For all other bioequivalence 
studies conducted on the same drug 
product formulation as defined in 
§ 314.3(b), the applicant must submit ei-
ther a complete or summary report. If 
a summary report of a bioequivalence 
study is submitted and FDA deter-
mines that there may be bioequiva-
lence issues or concerns with the prod-
uct, FDA may require that the appli-
cant submit a complete report of the 
bioequivalence study to FDA; or 

(ii) If the ANDA is submitted pursu-
ant to a petition approved under 
§ 314.93, the results of any bio-
availability or bioequivalence testing 
required by the Agency, or any other 
information required by the Agency to 
show that the active ingredients of the 
proposed drug product are of the same 
pharmacological or therapeutic class 
as those in the reference listed drug 
and that the proposed drug product can 
be expected to have the same thera-
peutic effect as the reference listed 
drug. If the proposed drug product con-
tains a different active ingredient than 
the reference listed drug, FDA will con-
sider the proposed drug product to have 
the same therapeutic effect as the ref-
erence listed drug if the applicant pro-
vides information demonstrating that: 

(A) There is an adequate scientific 
basis for determining that substitution 
of the specific proposed dose of the dif-
ferent active ingredient for the dose of 
the member of the same pharma-
cological or therapeutic class in the 
reference listed drug will yield a re-
sulting drug product whose safety and 
effectiveness have not been adversely 
affected. 
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(B) The unchanged active ingredients 
in the proposed drug product are bio-
equivalent to those in the reference 
listed drug. 

(C) The different active ingredient in 
the proposed drug product is bioequiva-
lent to an approved dosage form con-
taining that ingredient and approved 
for the same indication as the proposed 
drug product or is bioequivalent to a 
drug product offered for that indication 
which does not meet the definition of 
‘‘new drug’’ under section 201(p) of the 
Federal Food, Drug, and Cosmetic Act. 

(iii) For each in vivo or in vitro bio-
equivalence study contained in the 
ANDA: 

(A) A description of the analytical 
and statistical methods used in each 
study; and 

(B) With respect to each study in-
volving human subjects, a statement 
that the study either was conducted in 
compliance with the institutional re-
view board regulations in part 56 of 
this chapter, or was not subject to the 
regulations under § 56.104 or § 56.105 of 
this chapter, and that it was conducted 
in compliance with the informed con-
sent regulations in part 50 of this chap-
ter. 

(8) Labeling—(i) Listed drug labeling. A 
copy of the currently approved labeling 
(including, if applicable, any Medica-
tion Guide required under part 208 of 
this chapter) for the listed drug re-
ferred to in the ANDA, if the ANDA re-
lies on a reference listed drug. 

(ii) Copies of proposed labeling. Copies 
of the label and all labeling for the 
drug product including, if applicable, 
any Medication Guide required under 
part 208 of this chapter (4 copies of 
draft labeling or 12 copies of final 
printed labeling). 

(iii) Statement on proposed labeling. A 
statement that the applicant’s pro-
posed labeling including, if applicable, 
any Medication Guide required under 
part 208 of this chapter is the same as 
the labeling of the reference listed drug 
except for differences annotated and 
explained under paragraph (a)(8)(iv) of 
this section. 

(iv) Comparison of approved and pro-
posed labeling. A side-by-side compari-
son of the applicant’s proposed labeling 
including, if applicable, any Medica-
tion Guide required under part 208 of 

this chapter with the approved labeling 
for the reference listed drug with all 
differences annotated and explained. 
Labeling (including the container 
label, package insert, and, if applica-
ble, Medication Guide) proposed for the 
drug product must be the same as the 
labeling approved for the reference list-
ed drug, except for changes required be-
cause of differences approved under a 
petition filed under § 314.93 or because 
the drug product and the reference list-
ed drug are produced or distributed by 
different manufacturers. Such dif-
ferences between the applicant’s pro-
posed labeling and labeling approved 
for the reference listed drug may in-
clude differences in expiration date, 
formulation, bioavailability, or phar-
macokinetics, labeling revisions made 
to comply with current FDA labeling 
guidelines or other guidance, or omis-
sion of an indication or other aspect of 
labeling protected by patent or ac-
corded exclusivity under section 
505(j)(5)(F) of the Federal Food, Drug, 
and Cosmetic Act. 

(9) Chemistry, manufacturing, and con-
trols. (i) The information required 
under § 314.50(d)(1), except that the in-
formation required under 
§ 314.50(d)(1)(ii)(c) must contain the pro-
posed or actual master production 
record, including a description of the 
equipment, to be used for the manufac-
ture of a commercial lot of the drug 
product. 

(ii) Inactive ingredients. Unless other-
wise stated in paragraphs (a)(9)(iii) 
through (a)(9)(v) of this section, an ap-
plicant must identify and characterize 
the inactive ingredients in the pro-
posed drug product and provide infor-
mation demonstrating that such inac-
tive ingredients do not affect the safe-
ty or efficacy of the proposed drug 
product. 

(iii) Inactive ingredient changes per-
mitted in drug products intended for par-
enteral use. Generally, a drug product 
intended for parenteral use must con-
tain the same inactive ingredients and 
in the same concentration as the ref-
erence listed drug identified by the ap-
plicant under paragraph (a)(3) of this 
section. However, an applicant may 
seek approval of a drug product that 
differs from the reference listed drug in 
preservative, buffer, or antioxidant 
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provided that the applicant identifies 
and characterizes the differences and 
provides information demonstrating 
that the differences do not affect the 
safety or efficacy of the proposed drug 
product. 

(iv) Inactive ingredient changes per-
mitted in drug products intended for oph-
thalmic or otic use. Generally, a drug 
product intended for ophthalmic or 
otic use must contain the same inac-
tive ingredients and in the same con-
centration as the reference listed drug 
identified by the applicant under para-
graph (a)(3) of this section. However, 
an applicant may seek approval of a 
drug product that differs from the ref-
erence listed drug in preservative, buff-
er, substance to adjust tonicity, or 
thickening agent provided that the ap-
plicant identifies and characterizes the 
differences and provides information 
demonstrating that the differences do 
not affect the safety or efficacy of the 
proposed drug product, except that, in 
a product intended for ophthalmic use, 
an applicant may not change a buffer 
or substance to adjust tonicity for the 
purpose of claiming a therapeutic ad-
vantage over or difference from the 
listed drug, e.g., by using a balanced 
salt solution as a diluent as opposed to 
an isotonic saline solution, or by mak-
ing a significant change in the pH or 
other change that may raise questions 
of irritability. 

(v) Inactive ingredient changes per-
mitted in drug products intended for top-
ical use. Generally, a drug product in-
tended for topical use, solutions for 
aerosolization or nebulization, and 
nasal solutions shall contain the same 
inactive ingredients as the reference 
listed drug identified by the applicant 
under paragraph (a)(3) of this section. 
However, an ANDA may include dif-
ferent inactive ingredients provided 
that the applicant identifies and char-
acterizes the differences and provides 
information demonstrating that the 
differences do not affect the safety or 
efficacy of the proposed drug product. 

(10) Samples. The information re-
quired under § 314.50(e)(1) and (e)(2)(i). 
Samples need not be submitted until 
requested by FDA. 

(11) Other. The information required 
under § 314.50(g). 

(12) Patent certification—(i) Patents 
claiming drug substance, drug product, or 
method of use. (A) An appropriate pat-
ent certification or statement with re-
spect to each patent issued by the U.S. 
Patent and Trademark Office that, in 
the opinion of the applicant and to the 
best of its knowledge, claims the ref-
erence listed drug or that claims a use 
of such listed drug for which the appli-
cant is seeking approval under section 
505(j) of the Federal Food, Drug, and 
Cosmetic Act and for which informa-
tion is required to be filed under sec-
tion 505(b) and (c) of the Federal Food, 
Drug, and Cosmetic Act and § 314.53. 
For each such patent, the applicant 
must provide the patent number and 
certify, in its opinion and to the best of 
its knowledge, one of the following cir-
cumstances: 

(1) That the patent information has 
not been submitted to FDA. The appli-
cant must entitle such a certification 
‘‘Paragraph I Certification’’; 

(2) That the patent has expired. The 
applicant must entitle such a certifi-
cation ‘‘Paragraph II Certification’’; 

(3) The date on which the patent will 
expire. The applicant must entitle such 
a certification ‘‘Paragraph III Certifi-
cation’’; or 

(4)(i) That the patent is invalid, un-
enforceable, or will not be infringed by 
the manufacture, use, or sale of the 
drug product for which the ANDA is 
submitted. The applicant must entitle 
such a certification ‘‘Paragraph IV Cer-
tification’’. This certification must be 
submitted in the following form: 

I, (name of applicant), certify that Patent 
No. _____ (is invalid, unenforceable, or will not 
be infringed by the manufacture, use, or sale of) 
(name of proposed drug product) for which this 
ANDA is submitted. 

(ii) The certification must be accom-
panied by a statement that the appli-
cant will comply with the require-
ments under § 314.95(a) with respect to 
providing a notice to each owner of the 
patent or its representative and to the 
NDA holder (or, if the NDA holder does 
not reside or maintain a place of busi-
ness within the United States, its at-
torney, agent, or other authorized offi-
cial) for the listed drug, with the re-
quirements under § 314.95(b) with re-
spect to sending the notice, and with 
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the requirements under § 314.95(c) with 
respect to the content of the notice. 

(B) If the ANDA refers to a listed 
drug that is itself a licensed generic 
product of a patented drug first ap-
proved under section 505(b) of the Fed-
eral Food, Drug, and Cosmetic Act, an 
appropriate patent certification or 
statement under paragraph (a)(12)(i) 
and/or (iii) of this section with respect 
to each patent that claims the first-ap-
proved patented drug or that claims a 
use for such drug. 

(ii) No relevant patents. If, in the opin-
ion of the applicant and to the best of 
its knowledge, there are no patents de-
scribed in paragraph (a)(12)(i) of this 
section, a certification in the following 
form: 

In the opinion and to the best knowledge of 
(name of applicant), there are no patents 
that claim the listed drug referred to in this 
ANDA or that claim a use of the listed drug. 

(iii) Method-of-use patent. (A) If pat-
ent information is submitted under 
section 505(b) or (c) of the Federal 
Food, Drug, and Cosmetic Act and 
§ 314.53 for a patent claiming a method 
of using the listed drug, and the label-
ing for the drug product for which the 
applicant is seeking approval does not 
include an indication or other condi-
tion of use that is covered by the meth-
od-of-use patent, a statement explain-
ing that the method-of-use patent does 
not claim a proposed indication or 
other condition of use. 

(B) If the labeling of the drug product 
for which the applicant is seeking ap-
proval includes an indication or other 
condition of use that, according to the 
patent information submitted under 
section 505(b) or (c) of the Federal 
Food, Drug, and Cosmetic Act and 
§ 314.53 or in the opinion of the appli-
cant, is claimed by a method-of-use 
patent, an applicable certification 
under paragraph (a)(12)(i) of this sec-
tion. 

(iv) [Reserved] 
(v) Licensing agreements. If the ANDA 

is for a drug or method of using a drug 
claimed by a patent and the applicant 
has a licensing agreement with the pat-
ent owner, the applicant must submit a 
paragraph IV certification as to that 
patent and a statement that the appli-
cant has been granted a patent license. 
If the patent owner consents to ap-

proval of the ANDA (if otherwise eligi-
ble for approval) as of a specific date, 
the ANDA must contain a written 
statement from the patent owner that 
it has a licensing agreement with the 
applicant and that it consents to ap-
proval of the ANDA as of a specific 
date. 

(vi) Untimely filing of patent informa-
tion. (A) If a patent on the listed drug 
is issued and the holder of the approved 
NDA for the listed drug does not file 
with FDA the required information on 
the patent within 30 days of issuance of 
the patent, an applicant who submitted 
an ANDA for that drug that contained 
an appropriate patent certification or 
statement before the submission of the 
patent information is not required to 
submit a patent certification or state-
ment to address the patent or patent 
information that is late-listed with re-
spect to the pending ANDA. Except as 
provided in § 314.53(f)(1), an NDA hold-
er’s amendment to the description of 
the approved method(s) of use claimed 
by the patent will be considered un-
timely filing of patent information un-
less: 

(1) The amendment to the description 
of the approved method(s) of use 
claimed by the patent is submitted 
within 30 days of patent issuance; 

(2) The amendment to the description 
of the approved method(s) of use 
claimed by the patent is submitted 
within 30 days of approval of a cor-
responding change to product labeling; 
or 

(3) The amendment to the description 
of the approved method(s) of use 
claimed by the patent is submitted 
within 30 days of a decision by the U.S. 
Patent and Trademark Office or by a 
Federal district court, the Court of Ap-
peals for the Federal Circuit, or the 
U.S. Supreme Court that is specific to 
the patent and alters the construction 
of a method-of-use claim(s) of the pat-
ent, and the amendment contains a 
copy of the decision. 

(B) An applicant whose ANDA is sub-
mitted after the NDA holder’s un-
timely filing of patent information, or 
whose pending ANDA was previously 
submitted but did not contain an ap-
propriate patent certification or state-
ment at the time of the patent submis-
sion, must submit a certification under 
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paragraph (a)(12)(i) of this section and/ 
or a statement under paragraph 
(a)(12)(iii) of this section as to that pat-
ent. 

(vii) Disputed patent information. If an 
applicant disputes the accuracy or rel-
evance of patent information sub-
mitted to FDA, the applicant may seek 
a confirmation of the correctness of 
the patent information in accordance 
with the procedures under § 314.53(f). 
Unless the patent information is with-
drawn, the applicant must submit an 
appropriate certification or statement 
for each listed patent. 

(viii) Amended certifications. A patent 
certification or statement submitted 
under paragraphs (a)(12)(i) through (iii) 
of this section may be amended at any 
time before the approval of the ANDA. 
If an applicant with a pending ANDA 
voluntarily makes a patent certifi-
cation for an untimely filed patent, the 
applicant may withdraw the patent 
certification for the untimely filed pat-
ent. An applicant must submit an 
amended certification as an amend-
ment to a pending ANDA. Once an 
amendment is submitted to change a 
certification, the ANDA will no longer 
be considered to contain the prior cer-
tification. 

(A) After finding of infringement. An 
applicant who has submitted a para-
graph IV certification and is sued for 
patent infringement must submit an 
amendment to change its certification 
if a court enters a final decision from 
which no appeal has been or can be 
taken, or signs and enters a settlement 
order or consent decree in the action 
that includes a finding that the patent 
is infringed, unless the final decision, 
settlement order, or consent decree 
also finds the patent to be invalid. In 
its amendment, the applicant must cer-
tify under paragraph (a)(12)(i)(A)(3) of 
this section that the patent will expire 
on a specific date or, with respect to a 
patent claiming a method of use, the 
applicant may instead provide a state-
ment under paragraph (a)(12)(iii) of 
this section if the applicant amends its 
ANDA such that the applicant is no 
longer seeking approval for a method 
of use claimed by the patent. Once an 
amendment for the change has been 
submitted, the ANDA will no longer be 
considered to contain a paragraph IV 

certification to the patent. If a final 
judgment finds the patent to be invalid 
and infringed, an amended certification 
is not required. 

(B) After request to remove a patent or 
patent information from the list. If the 
list reflects that an NDA holder has re-
quested that a patent or patent infor-
mation be removed from the list and no 
ANDA applicant is eligible for 180-day 
exclusivity based on a paragraph IV 
certification to that patent, the patent 
or patent information will be removed 
and any applicant with a pending 
ANDA (including a tentatively ap-
proved ANDA) who has made a certifi-
cation with respect to such patent 
must submit an amendment to with-
draw its certification. In the amend-
ment, the applicant must state the rea-
son for withdrawing the certification 
or statement (that the patent has been 
removed from the list). If the list re-
flects that an NDA holder has re-
quested that a patent or patent infor-
mation be removed from the list and 
one or more first applicants are eligi-
ble for 180-day exclusivity based on a 
paragraph IV certification to that pat-
ent, the patent will remain listed until 
any 180-day exclusivity based on that 
patent has expired or has been extin-
guished. After any applicable 180-day 
exclusivity has expired or has been ex-
tinguished, the patent or patent infor-
mation will be removed and any appli-
cant with a pending ANDA (including a 
tentatively approved ANDA) who has 
made a certification with respect to 
such patent must submit an amend-
ment to withdraw its certification. 
Once an amendment to withdraw the 
certification has been submitted, the 
ANDA will no longer be considered to 
contain a paragraph IV certification to 
the patent. If removal of a patent from 
the list results in there being no pat-
ents listed for the listed drug identified 
in the ANDA, the applicant must sub-
mit an amended certification reflecting 
that there are no relevant patents. 

(C) Other amendments. (1) Except as 
provided in paragraphs (a)(12)(vi) and 
(a)(12)(viii)(C)(2) of this section: 

(i) An applicant must amend a sub-
mitted certification or statement if, at 
any time before the date of approval of 
the ANDA, the applicant learns that 
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the submitted certification or state-
ment is no longer accurate; and 

(ii) An applicant must submit an ap-
propriate patent certification or state-
ment under paragraph (a)(12)(i) and/or 
(iii) of this section if, after submission 
of the ANDA, a new patent is issued by 
the U.S. Patent and Trademark Office 
that, in the opinion of the applicant 
and to the best of its knowledge, 
claims the reference listed drug or that 
claims an approved use for such ref-
erence listed drug and for which infor-
mation is required to be filed under 
section 505(b) and (c) of the Federal 
Food, Drug, and Cosmetic Act and 
§ 314.53. For a paragraph IV certifi-
cation, the certification must not be 
submitted earlier than the first work-
ing day after the day the patent is pub-
lished in the list. 

(2) An applicant is not required to 
submit a supplement to change a sub-
mitted certification when information 
on a patent on the listed drug is sub-
mitted after the approval of the ANDA. 

(13) Financial certification or disclosure 
statement. An ANDA must contain a fi-
nancial certification or disclosure 
statement as required by part 54 of this 
chapter. 

(b) Drug products subject to the Drug 
Efficacy Study Implementation (DESI) re-
view. If the ANDA is for a duplicate of 
a drug product that is subject to FDA’s 
DESI review (a review of drug products 
approved as safe between 1938 and 1962) 
or other DESI-like review and the drug 
product evaluated in the review is a 
listed drug, the applicant must comply 
with the provisions of paragraph (a) of 
this section. 

(c) [Reserved] 
(d) Format of an ANDA. (1) The appli-

cant must submit a complete archival 
copy of the ANDA as required under 
paragraphs (a) and (c) of this section. 
FDA will maintain the archival copy 
during the review of the ANDA to per-
mit individual reviewers to refer to in-
formation that is not contained in 
their particular technical sections of 
the ANDA, to give other Agency per-
sonnel access to the ANDA for official 
business, and to maintain in one place 
a complete copy of the ANDA. 

(i) Format of submission. An applicant 
may submit portions of the archival 
copy of the ANDA in any form that the 

applicant and FDA agree is acceptable, 
except as provided in paragraph 
(d)(1)(ii) of this section. 

(ii) Labeling. The content of labeling 
required under § 201.100(d)(3) of this 
chapter (commonly referred to as the 
package insert or professional label-
ing), including all text, tables, and fig-
ures, must be submitted to the agency 
in electronic format as described in 
paragraph (d)(1)(iii) of this section. 
This requirement applies to the con-
tent of labeling for the proposed drug 
product only and is in addition to the 
requirements of paragraph (a)(8)(ii) of 
this section that copies of the for-
matted label and all proposed labeling 
be submitted. Submissions under this 
paragraph must be made in accordance 
with part 11 of this chapter, except for 
the requirements of § 11.10(a), (c) 
through (h), and (k), and the cor-
responding requirements of § 11.30. 

(iii) Electronic format submissions. 
Electronic format submissions must be 
in a form that FDA can process, re-
view, and archive. FDA will periodi-
cally issue guidance on how to provide 
the electronic submission (e.g., method 
of transmission, media, file formats, 
preparation and organization of files). 

(2) For ANDAs, the applicant must 
submit a review copy of the ANDA that 
contains two separate sections. One 
section must contain the information 
described under paragraphs (a)(2) 
through (6) and (8) and (9) of this sec-
tion and section 505(j)(2)(A)(vii) of the 
Federal Food, Drug, and Cosmetic Act 
and a copy of the analytical procedures 
and descriptive information needed by 
FDA’s laboratories to perform tests on 
samples of the proposed drug product 
and to validate the applicant’s analyt-
ical procedures. The other section must 
contain the information described 
under paragraphs (a)(3), (7), and (8) of 
this section. Each of the sections in the 
review copy is required to contain a 
copy of the application form described 
under paragraph (a) of this section. 

(3) [Reserved] 
(4) The applicant may obtain from 

FDA sufficient folders to bind the ar-
chival, the review, and the field copies 
of the ANDA. 

(5) The applicant must submit a field 
copy of the ANDA that contains the 
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technical section described in para-
graph (a)(9) of this section, a copy of 
the application form required under 
paragraph (a)(1) of this section, and a 
certification that the field copy is a 
true copy of the technical section de-
scribed in paragraph (a)(9) of this sec-
tion contained in the archival and re-
view copies of the ANDA. 

[57 FR 17983, Apr. 28, 1992; 57 FR 29353, July 
1, 1992, as amended at 58 FR 47352, Sept. 8, 
1993; 59 FR 50364, Oct. 3, 1994; 63 FR 5252, Feb. 
2, 1998; 63 FR 66399, Dec. 1, 1998; 64 FR 401, 
Jan. 5, 1999; 65 FR 56479, Sept. 19, 2000; 67 FR 
77672, Dec. 19, 2002; 68 FR 69019, Dec. 11, 2003; 
69 FR 18766, Apr. 8, 2004; 74 FR 2861, Jan. 16, 
2009; 76 FR 13880, Mar. 15, 2011; 81 FR 69649, 
Oct. 6, 2016] 

§ 314.95 Notice of certification of inva-
lidity, unenforceability, or non-
infringement of a patent. 

(a) Notice of certification. For each 
patent that claims the listed drug or 
that claims a use for such listed drug 
for which the applicant is seeking ap-
proval and for which the applicant sub-
mits a paragraph IV certification, the 
applicant must send notice of such cer-
tification by registered or certified 
mail, return receipt requested, or by a 
designated delivery service, as defined 
in paragraph (g) of this section to each 
of the following persons: 

(1) Each owner of the patent that is 
the subject of the certification or the 
representative designated by the owner 
to receive the notice. The name and ad-
dress of the patent owner or its rep-
resentative may be obtained from the 
U.S. Patent and Trademark Office; and 

(2) The holder of the approved NDA 
under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for the 
listed drug that is claimed by the pat-
ent and for which the applicant is seek-
ing approval, or, if the NDA holder 
does not reside or maintain a place of 
business within the United States, the 
NDA holder’s attorney, agent, or other 
authorized official. The name and ad-
dress of the NDA holder or its attor-
ney, agent, or authorized official may 
be obtained by sending a written or 
electronic communication to the Cen-
tral Document Room, Attn: Orange 
Book Staff, Center for Drug Evaluation 
and Research, Food and Drug Adminis-
tration, 5901–B Ammendale Rd., Belts-
ville, MD 20705–1266 or to the Orange 

Book Staff at the email address listed 
on the Agency’s Web site at http:// 
www.fda.gov. 

(3) This paragraph (a) does not apply 
to a method-of-use patent that does 
not claim a use for which the applicant 
is seeking approval. 

(4) An applicant may send notice by 
an alternative method only if FDA has 
agreed in advance that the method will 
produce an acceptable form of docu-
mentation. 

(b) Sending the notice. (1) Except as 
provided under paragraph (d) of this 
section, the applicant must send the 
notice required by paragraph (a) of this 
section on or after the date it receives 
a paragraph IV acknowledgment letter 
from FDA, but not later than 20 days 
after the date of the postmark on the 
paragraph IV acknowledgment letter. 
The 20-day clock described in this para-
graph (b) begins on the day after the 
date of the postmark on the paragraph 
IV acknowledgment letter. When the 
20th day falls on Saturday, Sunday, or 
a Federal holiday, the 20th day will be 
the next day that is not a Saturday, 
Sunday, or Federal holiday. 

(2) Any notice required by paragraph 
(a) of this section is invalid if it is sent 
before the applicant’s receipt of a para-
graph IV acknowledgment letter, or be-
fore the first working day after the day 
the patent is published in the list. The 
applicant will not have complied with 
this paragraph (b) until it sends valid 
notice. 

(3) The applicant must submit to 
FDA an amendment to its ANDA that 
includes a statement certifying that 
the notice has been provided to each 
person identified under paragraph (a) of 
this section and that the notice met 
the content requirements under para-
graph (c) of this section. A copy of the 
notice itself need not be submitted to 
the Agency. 

(c) Contents of a notice. In the notice, 
the applicant must cite section 
505(j)(2)(B)(iv) of the Federal Food, 
Drug, and Cosmetic Act and the notice 
must include, but is not limited to, the 
following information: 

(1) A statement that FDA has re-
ceived an ANDA submitted by the ap-
plicant containing any required bio-
availability or bioequivalence data or 
information. 
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