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must submit on Form FDA 3542 a cor-
rection to the expiration date of the
patent. This correction must be sub-
mitted within 30 days of receipt of a
certificate of extension as described in
36 U.S.C. 156(e)(1) or documentation of
an extension of the term of the patent
as described in 35 U.S.C. 156(e)(2).

(iii) Submission of corrections or
changes to patent information. Correc-
tions or changes to previously sub-
mitted patent information, other than
withdrawal of a patent and requests to
remove a patent from the list, must be
submitted on Form FDA 3542 or 3542a,
as appropriate, in an amendment or
supplement to the NDA. The amend-
ment or supplement to the NDA must
bear the identification described in
paragraph (d)(6) of this section. We will
not accept the corrections or changes
unless they are submitted on the ap-
propriate forms.

(iv) Submission of patent withdrawals
and requests to remove a patent from the
list. Withdrawal of a patent and re-
quests to remove a patent from the list
must be submitted to the same ad-
dresses described in paragraph (d)(4)(ii)
of this section, except that the with-
drawal or request to remove a patent
from the list is not required to be sub-
mitted on Form FDA 3542 and may be
submitted by letter. Withdrawal of a
patent and a request to remove a pat-
ent from the list must contain the fol-
lowing information:

(A) The NDA number to which the re-
quest applies;

(B) Each product(s) approved in the
NDA to which the request applies; and

(C) The patent number.

[81 FR 69643, Oct. 6, 2016, as amended at 84 FR
6673, Feb. 28, 2019]

§314.54 Procedure for submission of a
505(b)(2) application requiring in-
vestigations for approval of a new
indication for, or other change
from, a listed drug.

(a) The Federal Food, Drug, and Cos-
metic Act does not permit approval of
an ANDA for a new indication, nor does
it permit approval of other changes in
a listed drug if investigations, other
than bioavailability or bioequivalence
studies, are essential to the approval of
the change. Any person seeking ap-
proval of a drug product that rep-
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resents a modification of a listed drug
(e.g., a new indication or new dosage
form) and for which investigations,
other than bioavailability or bio-
equivalence studies, are essential to
the approval of the changes may, ex-
cept as provided in paragraph (b) of
this section, submit a 505(b)(2) applica-
tion. This 505(b)(2) application need
contain only that information needed
to support the modification(s) of the
listed drug.

(1) The applicant must submit a com-
plete archival copy of the application
that contains the following:

(i) The information required under
§314.50(a), (b), (c), (D)D), (A)(3), (e), and
(g), except that §314.50(d)(1)(ii)(c) must
contain the proposed or actual master
production record, including a descrip-
tion of the equipment, to be used for
the manufacture of a commercial 1ot of
the drug product.

(ii) The information required under
§314.50 (d)(2), (d)(4) (if an anti-infective
drug), (d)(b), (d)(6), and (f) as needed to
support the safety and effectiveness of
the drug product.

(iii) Identification of each listed drug
for which FDA has made a finding of
safety and effectiveness and on which
finding the applicant relies in seeking
approval of its proposed drug product
by established name, if any, propri-
etary name, dosage form, strength,
route of administration, name of listed
drug’s application holder, and listed
drug’s approved NDA number. The list-
ed drug(s) identified as relied upon
must include a drug product approved
in an NDA that:

(A) Is pharmaceutically equivalent to
the drug product for which the original
505(b)(2) application is submitted; and

(B) Was approved before the original
505(b)(2) application was submitted.

(iv) If the applicant is seeking ap-
proval only for a new indication and
not for the indications approved for the
listed drug on which the applicant re-
lies, a certification so stating.

(v) Any patent information required
under section 505(b)(1) of the Federal
Food, Drug, and Cosmetic Act with re-
spect to any patent which claims the
drug for which approval is sought or a
method of using such drug and to
which a claim of patent infringement
could reasonably be asserted if a person
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not licensed by the owner of the patent
engaged in the manufacture, use, or
sale of the drug product.

(vi) Any patent certification or state-
ment required under section 505(b)(2) of
the Federal Food, Drug, and Cosmetic
Act with respect to any relevant pat-
ents that claim the listed drug(s) on
which investigations relied on by the
applicant for approval of the applica-
tion were conducted, or that claim a
use for the listed drug(s). A 505(b)(2) ap-
plicant seeking approval of a drug that
is pharmaceutically equivalent to a
listed drug approved in an NDA implic-
itly relies upon one such pharmaceuti-
cally equivalent listed drug.

(vii) If the applicant believes the
change for which it is seeking approval
is entitled to a period of exclusivity,
the information required under
§314.50(j).

(2) The applicant must submit a re-
view copy that contains the technical
sections described in §314.50(d)(1), ex-
cept that the section described in
§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, and §314.50(d)(3), and the tech-
nical sections described in §314.50(d)(2),
(d)(4) through (6), and (f) when needed
to support the modification. Each of
the technical sections in the review
copy is required to be separately bound
with a copy of the information required
under §314.50(a), (b), and (c) and a copy
of the proposed labeling.

(3) The information required by
§314.50 (d)(2), (d)(4) (if an anti-infective
drug), (d)5), (d)(6), and (f) for the listed
drug on which the applicant relies
must be satisfied by reference to the
listed drug under paragraph (a)(1)(iii)
of this section.

(4) The applicant must submit a field
copy of the 505(b)(2) application that
contains the technical section de-
scribed in §314.50(d)(1), a copy of the in-
formation required under §314.50(a) and
(c), and certification that the field
copy is a true copy of the technical sec-
tion described in §314.50(d)(1) contained
in the archival and review copies of the
505(b)(2) application.

(b) A 505(b)(2) application may not be
submitted under this section for a drug

§314.55

product whose only difference from a
listed drug is that:

(1) The extent to which its active in-
gredient(s) is absorbed or otherwise
made available to the site of action is
less than that of the listed drug; or

(2) The rate at which its active ingre-
dient(s) is absorbed or otherwise made
available to the site of action is unin-
tentionally less than that of the listed
drug.

[67 FR 17982, Apr. 28, 1992; 57 FR 61612, Dec.
28, 1992, as amended at 58 FR 47351, Sept. 8,
1993; 59 FR 50364, Oct. 3, 1994; 81 FR 69647,
Oct. 6, 2016]

§314.55 Pediatric use information.

(a) Required assessment. Except as pro-
vided in paragraphs (b), (¢), and (d) of
this section, each application for a new
active ingredient, new indication, new
dosage form, new dosing regimen, or
new route of administration shall con-
tain data that are adequate to assess
the safety and effectiveness of the drug
product for the claimed indications in
all relevant pediatric subpopulations,
and to support dosing and administra-
tion for each pediatric subpopulation
for which the drug is safe and effective.
Where the course of the disease and the
effects of the drug are sufficiently
similar in adults and pediatric pa-
tients, FDA may conclude that pedi-
atric effectiveness can be extrapolated
from adequate and well-controlled
studies in adults usually supplemented
with other information obtained in pe-
diatric patients, such as pharmaco-
kinetic studies. Studies may not be
needed in each pediatric age group, if
data from one age group can be extrap-
olated to another. Assessments of safe-
ty and effectiveness required under this
section for a drug product that rep-
resents a meaningful therapeutic ben-
efit over existing treatments for pedi-
atric patients must be carried out
using appropriate formulations for
each age group(s) for which the assess-
ment is required.

(b) Deferred submission. (1) FDA may,
on its own initiative or at the request
of an applicant, defer submission of
some or all assessments of safety and
effectiveness described in paragraph (a)
of this section until after approval of
the drug product for use in adults. De-
ferral may be granted if, among other

123



		Superintendent of Documents
	2023-11-02T12:10:01-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




