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§314.107 Date of approval of a
505(b)(2) application or ANDA.

(a) General. A drug product may be
introduced or delivered for introduc-
tion into interstate commerce when
the 505(b)(2) application or ANDA for
the drug product 1is approved. A
505(b)(2) application or ANDA for a
drug product is approved on the date
FDA issues an approval letter under
§314.105 for the 505(b)(2) application or
ANDA.

(b) Effect of patent(s) on the listed
drug. As described in paragraphs (b)(1)
and (2) of this section, the status of
patents listed for the listed drug(s) re-
lied upon or reference listed drug, as
applicable, must be considered in de-
termining the first possible date on
which a 505(b)(2) application or ANDA
can be approved. The criteria in para-
graphs (b)(1) and (2) of this section will
be used to determine, for each relevant
patent, the date that patent will no
longer prevent approval. The first pos-
sible date on which the 505(b)(2) appli-
cation or ANDA can be approved will
be calculated for each patent, and the
505(b)(2) application or ANDA may be
approved on the last applicable date.

(1) Timing of approval based on patent
certification or statement. If none of the
reasons in §314.125 or §314.127, as appli-
cable, for refusing to approve the
505(b)(2) application or ANDA applies,
and none of the reasons in paragraph
(d) of this section for delaying approval
applies, the 505(b)(2) application or
ANDA may be approved as follows:

(i) Immediately, if the applicant cer-
tifies under §314.50(i) or §314.94(a)(12)
that:

(A) The applicant is aware of a rel-
evant patent but the patent informa-
tion required under section 505(b) or (c)
of the Federal Food, Drug, and Cos-
metic Act has not been submitted to
FDA; or

(B) The relevant patent has expired;
or

(C) The relevant patent is invalid,
unenforceable, or will not be infringed,
except as provided in paragraphs (b)(3)
and (c) of this section, and the 45-day
period provided for in section
505(c)(3)(C) and (j)(5)(B)(iii) of the Fed-
eral Food, Drug, and Cosmetic Act has
expired; or

(D) There are no relevant patents.
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(ii) Immediately, if the applicant
submits an appropriate statement
under §314.50(i) or §314.94(a)(12) explain-
ing that a method-of-use patent does
not claim an indication or other condi-
tion of use for which the applicant is
seeking approval, except that if the ap-
plicant also submits a paragraph IV
certification to the patent, then the
505(b)(2) application or ANDA may be
approved as provided in paragraph
(b)(1)(HA)(C) of this section.

(iii) On the date specified, if the ap-
plicant certifies under §314.50(i) or
§314.94(a)(12) that the relevant patent
will expire on a specified date.

(2) Patent information filed after sub-
mission of 505(b)(2) application or ANDA.
If the holder of the approved NDA for
the listed drug submits patent informa-
tion required under §314.53 after the
date on which the 505(b)(2) application
or ANDA was submitted to FDA, the
505(b)(2) applicant or ANDA applicant
must comply with the requirements of
§314.50(i)(4) and (6) and §314.94(a)(12)(vi)
and (viii) regarding submission of an
appropriate patent certification or
statement. If the applicant submits an
amendment certifying under
§314.50(1)(1)(1)(A)(4) or
§314.94(a)(12)(1)(A)(4) that the relevant
patent is invalid, unenforceable, or will
not be infringed, and complies with the
requirements of §314.52 or §314.95, the
505(b)(2) application or ANDA may be
approved immediately upon submission
of documentation of receipt of notice
of paragraph IV certification under
§314.52(e) or §314.95(e). The 45-day pe-
riod provided for in section 505(c)(3)(C)
and (j)(6)(B)(iii) of the Federal Food,
Drug, and Cosmetic Act does not apply
in these circumstances.

(3) Disposition of patent litigation—(i)
Approval upon expiration of 30-month pe-
riod or 7Y2 years from date of listed drug
approval. (A) Except as provided in
paragraphs (b)(3)(ii) through (viii) of
this section, if, with respect to patents
for which required information was
submitted under §314.53 before the date
on which the 505(b)(2) application or
ANDA was submitted to FDA (exclud-
ing an amendment or supplement to
the 505(b)(2) application or ANDA), the
applicant certifies under §314.50(i) or
§314.94(a)(12) that the relevant patent
is invalid, unenforceable, or will not be

159



§314.107

infringed, and the patent owner or its
representative or the exclusive patent
licensee brings suit for patent infringe-
ment within 45 days of receipt of the
notice of certification from the appli-
cant under §314.52 or §314.95, the
505(b)(2) application or ANDA may be
approved 30 months after the later of
the date of the receipt of the notice of
certification by any owner of the listed
patent or by the NDA holder (or its
representative(s)) unless the court has
extended or reduced the period because
of a failure of either the plaintiff or de-
fendant to cooperate reasonably in ex-
pediting the action; or

(B) If the patented drug product
qualifies for 5 years of exclusive mar-
keting under §314.108(b)(2) and the pat-
ent owner or its representative or the
exclusive patent licensee brings suit
for patent infringement during the 1-
year period beginning 4 years after the
date of approval of the patented drug
and within 45 days of receipt of the no-
tice of certification from the applicant
under §314.52 or §314.95, the 505(b)(2) ap-
plication or ANDA may be approved at
the expiration of the 7% years from the
date of approval of the NDA for the
patented drug product.

(ii) Federal district court decision of in-
validity, unenforceability, or mnon-in-
fringement. If before the expiration of
the 30-month period, or 7% years where
applicable, the district court decides
that the patent is invalid, unenforce-
able, or not infringed (including any
substantive determination that there
is no cause of action for patent in-
fringement or invalidity), the 505(b)(2)
application or ANDA may be approved
on:

(A) The date on which the court en-
ters judgment reflecting the decision;
or

(B) The date of a settlement order or
consent decree signed and entered by
the court stating that the patent that
is the subject of the certification is in-
valid, unenforceable, or not infringed.

(iii) Appeal of Federal district court
judgment of infringement. If before the
expiration of the 30-month period, or
TV years where applicable, the district
court decides that the patent has been
infringed, and if the judgment of the
district court is appealed, the 505(b)(2)
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application or ANDA may be approved
on:

(A) The date on which the mandate is
issued by the court of appeals entering
judgment that the patent is invalid,
unenforceable, or not infringed (includ-
ing any substantive determination that
there is no cause of action for patent
infringement or invalidity); or

(B) The date of a settlement order or
consent decree signed and entered by
the court of appeals stating that the
patent that is the subject of the certifi-
cation is invalid, unenforceable, or not
infringed.

(iv) Affirmation or non-appeal of Fed-
eral district court judgment of infringe-
ment. If before the expiration of the 30-
month period, or 7% years where appli-
cable, the district court decides that
the patent has been infringed, and if
the judgment of the district court is
not appealed or is affirmed, the
505(b)(2) application or ANDA may be
approved no earlier than the date spec-
ified by the district court in an order
under 35 U.S.C. 271(e)(4)(A).

(v) Grant of preliminary injunction by
Federal district court. If before the expi-
ration of the 30-month period, or 7%
years where applicable, the district
court grants a preliminary injunction
prohibiting the applicant from engag-
ing in the commercial manufacture or
sale of the drug product until the court
decides the issues of patent wvalidity
and infringement, and if the court later
decides that:

(A) The patent is invalid, unenforce-
able, or not infringed, the 505(b)(2) ap-
plication or ANDA may be approved as
provided in paragraph (b)(3)(ii) of this
section; or

(B) The patent is infringed, the
505(b)(2) application or ANDA may be
approved as provided in paragraph
(b)(3)(iii) or (iv) of this section, which-
ever is applicable.

(vi) Written consent to approval by pat-
ent owner or exclusive patent licensee. If
before the expiration of the 30-month
period, or 7% years where applicable,
the patent owner or the exclusive pat-
ent licensee (or their representatives)
agrees in writing that the 505(b)(2) ap-
plication or ANDA may be approved
any time on or after the date of the
consent, approval may be granted on or
after that date.
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(vii) Court order terminating 30-month
or 7¥2-year period. If before the expira-
tion of the 30-month period, or T
years where applicable, the court en-
ters an order requiring the 30-month or
TYe-year period to be terminated, the
505(b)(2) application or ANDA may be
approved in accordance with the
court’s order.

(viii) Court order of dismissal without a
finding of infringement. If before the ex-
piration of the 30-month period, or 7%
years where applicable, the court(s)
enter(s) an order of dismissal, with or
without prejudice, without a finding of
infringement in each pending suit for
patent infringement brought within 45
days of receipt of the notice of para-
graph IV certification sent by the
505(b)(2) or ANDA applicant, the
505(b)(2) application or ANDA may be
approved on or after the date of the
order.

(4) Tentative approval. FDA will issue
a tentative approval letter when ten-
tative approval is appropriate in ac-
cordance with this section. In order for
a 505(b)(2) application or ANDA to be
approved under paragraph (b)(3) of this
section, the applicant must receive an
approval letter from the Agency. Ten-
tative approval of an NDA or ANDA
does not constitute ‘‘approval” of an
NDA or ANDA and cannot, absent an
approval letter from the Agency, result
in an approval under paragraph (b)(3) of
this section.

(c) Timing of approval of subsequent
ANDA. (1) If an ANDA contains a para-
graph IV certification for a relevant
patent and the ANDA is not that of a
first applicant, the ANDA is regarded
as the ANDA of a subsequent applicant.
The ANDA of a subsequent applicant
will not be approved during the period
when any first applicant is eligible for
180-day exclusivity or during the 180-
day exclusivity period of a first appli-
cant. Any applicable 180-day exclu-
sivity period cannot extend beyond the
expiration of the patent upon which
the 180-day exclusivity period was
based.

(2) A first applicant must submit cor-
respondence to its ANDA notifying
FDA within 30 days of the date of its
first commercial marketing of its drug
product or the reference listed drug. If
an applicant does not notify FDA, as
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required in this paragraph (c)(2), of this
date, the date of first commercial mar-
keting will be deemed to be the date of
the drug product’s approval.

(3) If FDA concludes that a first ap-
plicant is not actively pursuing ap-
proval of its ANDA, FDA may imme-
diately approve an ANDA(s) of a subse-
quent applicant(s) if the ANDA(s) is
otherwise eligible for approval.

(d) Delay due to exclusivity. The Agen-
cy will also delay the approval of a
505(b)(2) application or ANDA if delay
is required by the exclusivity provi-
sions in §314.108; section 527 of the Fed-
eral Food, Drug, and Cosmetic Act and
§316.31 of this chapter; section 505A of
the Federal Food, Drug, and Cosmetic
Act; or section 505E of the Federal
Food, Drug, and Cosmetic Act. When
the approval of a 505(b)(2) application
or ANDA is delayed under this section
and §314.108; section 527 of the Federal
Food, Drug, and Cosmetic Act and
§316.31 of this chapter; section 505A of
the Federal Food, Drug, and Cosmetic
Act; or section 505E of the Federal
Food, Drug, and Cosmetic Act, the
505(b)(2) application or ANDA will be
approved on the latest of the days spec-
ified under this section and §314.108;
section 527 of the Federal Food, Drug,
and Cosmetic Act and §316.31 of this
chapter; section 505A of the Federal
Food, Drug, and Cosmetic Act; or sec-
tion 505E of the Federal Food, Drug,
and Cosmetic Act, as applicable.

(e) Notification of court actions or writ-
ten consent to approval. (1) The appli-
cant must submit the following infor-
mation to FDA, as applicable:

(i) A copy of any judgment by the
court (district court or mandate of the
court of appeals) or settlement order or
consent decree signed and entered by
the court (district court or court of ap-
peals) finding a patent described in
paragraph (b)(3) of this section invalid,
unenforceable, or not infringed, or find-
ing the patent valid and infringed;

(ii) Written notification of whether
or not any action by the court de-
scribed in paragraph (e)(1)(i) of this
section has been appealed within the
time permitted for an appeal;

(iii) A copy of any order entered by
the court terminating the 30-month or
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TYe-year period as described in para-
graph (b)(3)(1), (ii), (vii), or (viii) of this
section;

(iv) A copy of any written consent to
approval by the patent owner or exclu-
sive patent licensee described in para-
graph (b)(3)(vi) of this section;

(v) A copy of any preliminary injunc-
tion described in paragraph (b)(3)(v) of
this section, and a copy of any subse-
quent court order lifting the injunc-
tion; and

(vi) A copy of any court order pursu-
ant to 35 U.S.C. 271(e)(4)(A) ordering
that a 505(b)(2) application or ANDA
may be approved no earlier than the
date specified (irrespective of whether
the injunction relates to a patent de-
scribed in paragraph (b)(3) of this sec-
tion).

(2) All information required by para-
graph (e)(1) of this section must be sent
to the applicant’s NDA or ANDA, as ap-
propriate, within 14 days of the date of
entry by the court, the date of appeal
or expiration of the time for appeal, or
the date of written consent to ap-
proval, as applicable.

(f) Forty-five day period after receipt of
notice of paragraph IV certification—(1)
Computation of 45-day time clock. The 45-
day clock described in paragraph (b)(3)
of this section as to each recipient re-
quired to receive notice of paragraph
IV certification under §314.52 or §314.95
begins on the day after the date of re-
ceipt of the applicant’s notice of para-
graph IV certification by the recipient.
When the 456th day falls on Saturday,
Sunday, or a Federal holiday, the 45th
day will be the next day that is not a
Saturday, Sunday, or a Federal holi-
day.

(2) Notification of filing of legal action.
(i) The 505(b)(2) or ANDA applicant
must notify FDA in writing within 14
days of the filing of any legal action
filed within 45 days of receipt of the no-
tice of paragraph IV certification by
any recipient. A 505(b)(2) applicant
must send the notification to its NDA.
An ANDA applicant must send the no-
tification to its ANDA. The notifica-
tion to FDA of the legal action must
include:

(A) The 505(b)(2) application or ANDA
number.

(B) The name of the 505(b)(2) or
ANDA applicant.
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(C) The established name of the drug
product or, if no established name ex-
ists, the name(s) of the active ingre-
dient(s), the drug product’s strength,
and dosage form.

(D) A statement that an action for
patent infringement, identified by
court, case number, and the patent
number(s) of the patent(s) at issue in
the action, has been filed in an appro-
priate court on a specified date.

(ii) A patent owner or NDA holder (or
its representative(s)) may also notify
FDA of the filing of any legal action
for patent infringement. The notice
should contain the information and be
sent to the offices or divisions de-
scribed in paragraph (£)(2)(i) of this sec-
tion.

(iii) If the 505(b)(2) or ANDA appli-
cant, the patent owner(s), the NDA
holder, or its representative(s) does not
notify FDA in writing before the expi-
ration of the 45-day time period or the
completion of the Agency’s review of
the 505(b)(2) application or ANDA,
whichever occurs later, that a legal ac-
tion for patent infringement was filed
within 45 days of receipt of the notice
of paragraph IV certification, the
505(b)(2) application or ANDA may be
approved upon expiration of the 45-day
period (if the 505(b)(2) or ANDA appli-
cant confirms that a legal action for
patent infringement has not been filed)
or upon completion of the Agency’s re-
view of the 505(b)(2) application or
ANDA, whichever is later.

(3) Waiver. If the patent owner or
NDA holder who is an exclusive patent
licensee (or its representative(s))
waives its opportunity to file a legal
action for patent infringement within
45 days of a receipt of the notice of cer-
tification and the patent owner or NDA
holder who is an exclusive patent li-
censee (or its representative(s)) sub-
mits to FDA a valid waiver before the
45 days elapse, the 505(b)(2) application
or ANDA may be approved upon com-
pletion of the Agency’s review of the
NDA or ANDA. FDA will only accept a
waiver in the following form:

(Name of patent owner or NDA holder who is
an exclusive patent licensee or its representa-
tive(s)) has received notice from (name of ap-
plicant) under (section 505(b)(3) or 505(5)(2)(B)
of the Federal Food, Drug, and Cosmetic Act)
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and does not intend to file an action for pat-
ent infringement against (name of applicant)
concerning the drug (name of drug) before
(date on which 45 days elapse). (Name of patent
owner or NDA holder who is an exclusive patent
licensee) waives the opportunity provided by
(section 505(c)(3)(C) or 505()(5)(B)(iii) of the
Federal Food, Drug, and Cosmetic Act) and
does not object to FDA’s approval of (name of
applicant)’s (505(b)(2) application or ANDA) for
(name of drug) with an approval date on or
after the date of this submission.

(g) Conversion of approval to tentative
approval. If FDA issues an approval let-
ter in error or a court enters an order
requiring, in the case of an already ap-
proved 505(b)(2) application or ANDA,
that the date of approval be delayed,
FDA will convert the approval to a ten-
tative approval if appropriate.

[81 FR 69655, Oct. 6, 2016]

§314.108 New drug product exclu-
sivity.

(a) Definitions. The definitions in
§314.3 and the following definitions of
terms apply to this section:

Approved under section 505(b) means
an NDA submitted under section 505(b)
and approved on or after October 10,
1962, or an application that was
“deemed approved’” under section
107(c)(2) of Public Law 87-781.

Bioavailability study means a study to
determine the bioavailability or the
pharmacokinetics of a drug.

Clinical investigation means any ex-
periment other than a bioavailability
study in which a drug is administered
or dispensed to, or used on, human sub-
jects.

Conducted or sponsored by the appli-
cant with regard to an investigation
means that before or during the inves-
tigation, the applicant was named in
Form FDA-1571 filed with FDA as the
sponsor of the investigational new drug
application under which the investiga-
tion was conducted, or the applicant or
the applicant’s predecessor in interest,
provided substantial support for the in-
vestigation. To demonstrate ‘‘substan-
tial support,’” an applicant must either
provide a certified statement from a
certified public accountant that the ap-
plicant provided 50 percent or more of
the cost of conducting the study or
provide an explanation why FDA
should consider the applicant to have
conducted or sponsored the study if the

§314.108

applicant’s financial contribution to
the study is less than 50 percent or the
applicant did not sponsor the inves-
tigational new drug. A predecessor in
interest is an entity, e.g., a corpora-
tion, that the applicant has taken over,
merged with, or purchased, or from
which the applicant has purchased all
rights to the drug. Purchase of non-
exclusive rights to a clinical investiga-
tion after it is completed is not suffi-
cient to satisfy this definition.

Essential to approval means, with re-
gard to an investigation, that there are
no other data available that could sup-
port approval of the NDA.

New chemical entity means a drug that
contains no active moiety that has
been approved by FDA in any other
NDA submitted under section 505(b) of
the Federal Food, Drug, and Cosmetic
Act.

New clinical investigation means an in-
vestigation in humans the results of
which have not been relied on by FDA
to demonstrate substantial evidence of
effectiveness of a previously approved
drug product for any indication or of
safety for a new patient population and
do not duplicate the results of another
investigation that was relied on by the
agency to demonstrate the effective-
ness or safety in a new patient popu-
lation of a previously approved drug
product. For purposes of this section,
data from a clinical investigation pre-
viously submitted for use in the com-
prehensive evaluation of the safety of a
drug product but not to support the ef-
fectiveness of the drug product would
be considered new.

(b) Submission of and timing of ap-
proval of a 505(b)(2) application or ANDA.
(1) [Reserved]

(2) If a drug product that contains a
new chemical entity was approved
after September 24, 1984, in an NDA
submitted under section 505(b) of the
Federal Food, Drug, and Cosmetic Act,
no person may submit a 505(b)(2) appli-
cation or ANDA under section 505(j) of
the Federal Food, Drug, and Cosmetic
Act for a drug product that contains
the same active moiety as in the new
chemical entity for a period of 5 years
from the date of approval of the first
approved NDA, except that the 505(b)(2)
application or ANDA may be submitted
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