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official business, and to maintain in 
one place a complete copy of the appli-
cation. 

(i) Format of submission. An applicant 
may submit portions of the archival 
copy of the abbreviated application 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 abbreviated new drug applica-
tions, the applicant shall submit a re-
view copy of the abbreviated applica-
tion that contains two separate sec-
tions. One section shall contain the in-
formation described under paragraphs 
(a)(2) through (a)(6), (a)(8), and (a)(9) of 
this section 505(j)(2)(A)(vii) of the act 
and one copy of the analytical proce-
dures and descriptive information 
needed by FDA’s laboratories to per-
form tests on samples of the proposed 
drug product and to validate the appli-
cant’s analytical procedures. The other 
section shall contain the information 
described under paragraphs (a)(3), 
(a)(7), and (a)(8) of this section. Each of 
the sections in the review copy is re-
quired to contain a copy of the applica-
tion form described under § 314.50(a). 

(3) [Reserved] 

(4) The applicant may obtain from 
FDA sufficient folders to bind the ar-
chival, the review, and the field copies 
of the abbreviated application. 

(5) The applicant shall submit a field 
copy of the abbreviated application 
that contains the technical section de-
scribed in paragraph (a)(9) of this sec-
tion, a copy of the application form re-
quired under paragraph (a)(1) of this 
section, and a certification that the 
field copy is a true copy of the tech-
nical section described in paragraph 
(a)(9) of this section contained in the 
archival and review copies of the ab-
breviated application. 

[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] 

§ 314.95 Notice of certification of inva-
lidity or noninfringement of a pat-
ent. 

(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 that the applicant certifies 
under § 314.94(a)(12) is invalid, unen-
forceable, or will not be infringed, the 
applicant shall send notice of such cer-
tification by registered or certified 
mail, return receipt requested to each 
of the following persons: 

(1) Each owner of the patent which 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 
United States Patent and Trademark 
Office; and 

(2) The holder of the approved appli-
cation under section 505(b) of the act 
for the listed drug that is claimed by 
the patent and for which the applicant 
is seeking approval, or, if the applica-
tion holder does not reside or maintain 
a place of business within the United 
States, the application holder’s attor-
ney, agent, or other authorized official. 
The name and address of the applica-
tion holder or its attorney, agent, or 
authorized official may be obtained 
from the Orange Book Staff, Office of 

VerDate Mar<15>2010 13:06 May 27, 2010 Jkt 220069 PO 00000 Frm 00146 Fmt 8010 Sfmt 8010 Y:\SGML\220069.XXX 220069w
w

oo
ds

2 
on

 D
S

K
1D

X
X

6B
1P

R
O

D
 w

ith
 C

F
R



137 

Food and Drug Administration, HHS § 314.96 

Generic Drugs, 7500 Standish Pl., Rock-
ville, MD 20855. 

(3) This paragraph does not apply to 
a use patent that claims no uses for 
which the applicant is seeking ap-
proval. 

(b) Sending the notice. The applicant 
shall send the notice required by para-
graph (a) of this section when it re-
ceives from FDA an acknowledgment 
letter stating that its abbreviated new 
drug application is sufficiently com-
plete to permit a substantive review. 
At the same time, the applicant shall 
amend its abbreviated new drug appli-
cation to include a statement certi-
fying that the notice has been provided 
to each person identified under para-
graph (a) of this section and that the 
notice met the content requirements 
under paragraph (c) of this section. 

(c) Contents of a notice. In the notice, 
the applicant shall cite section 
505(j)(2)(B)(ii) of the act and shall in-
clude, but not be limited to, the fol-
lowing information: 

(1) A statement that FDA has re-
ceived an abbreviated new drug appli-
cation submitted by the applicant con-
taining any required bioavailability or 
bioequivalence data or information. 

(2) The abbreviated application num-
ber. 

(3) The established name, if any, as 
defined in section 502(e)(3) of the act, of 
the proposed drug product. 

(4) The active ingredient, strength, 
and dosage form of the proposed drug 
product. 

(5) The patent number and expiration 
date, as submitted to the agency or as 
known to the applicant, of each patent 
alleged to be invalid, unenforceable, or 
not infringed. 

(6) A detailed statement of the fac-
tual and legal basis of the applicant’s 
opinion that the patent is not valid, 
unenforceable, or will not be infringed. 
The applicant shall include in the de-
tailed statement: 

(i) For each claim of a patent alleged 
not to be infringed, a full and detailed 
explanation of why the claim is not in-
fringed. 

(ii) For each claim of a patent al-
leged to be invalid or unenforceable, a 
full and detailed explanation of the 
grounds supporting the allegation. 

(7) If the applicant does not reside or 
have a place of business in the United 
States, the name and address of an 
agent in the United States authorized 
to accept service of process for the ap-
plicant. 

(d) Amendment to an abbreviated appli-
cation. If an abbreviated application is 
amended to include the certification 
described in § 314.94(a)(12)(i)(A)(4), the 
applicant shall send the notice required 
by paragraph (a) of this section at the 
same time that the amendment to the 
abbreviated application is submitted to 
FDA. 

(e) Documentation of receipt of notice. 
The applicant shall amend its abbre-
viated application to document receipt 
of the notice required under paragraph 
(a) of this section by each person pro-
vided the notice. The applicant shall 
include a copy of the return receipt or 
other similar evidence of the date the 
notification was received. FDA will ac-
cept as adequate documentation of the 
date of receipt a return receipt or a let-
ter acknowledging receipt by the per-
son provided the notice. An applicant 
may rely on another form of docu-
mentation only if FDA has agreed to 
such documentation in advance. A copy 
of the notice itself need not be sub-
mitted to the agency. 

(f) Approval. If the requirements of 
this section are met, FDA will presume 
the notice to be complete and suffi-
cient, and it will count the day fol-
lowing the date of receipt of the notice 
by the patent owner or its representa-
tive and by the approved application 
holder as the first day of the 45-day pe-
riod provided for in section 
505(j)(4)(B)(iii) of the act. FDA may, if 
the applicant provides a written state-
ment to FDA that a later date should 
be used, count from such later date. 

[59 FR 50366, Oct. 3, 1994, as amended at 68 FR 
36705, June 18, 2003; 69 FR 11310, Mar. 10, 2004; 
74 FR 9766, Mar. 6, 2009; 74 FR 36605, July 24, 
2009] 

§ 314.96 Amendments to an unap-
proved abbreviated application. 

(a) Abbreviated new drug application. 
(1) An applicant may amend an abbre-
viated new drug application that is 
submitted under § 314.94, but not yet 
approved, to revise existing informa-
tion or provide additional information. 
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