Food and Drug Administration, HHS

exercise its scientific judgment to de-
termine the kind and quantity of data
and information an applicant is re-
quired to provide for a particular drug
to meet the statutory standards. FDA
makes its views on drug products and
classes of drugs available through guid-
ance documents, recommendations,
and other statements of policy.

(d) FDA will approve an abbreviated
new drug application and send the ap-
plicant an approval letter if none of the
reasons in §314.127 for refusing to ap-
prove the abbreviated new drug appli-
cation applies. The approval becomes
effective on the date of the issuance of
the agency’s approval letter unless the
approval letter provides for a delayed
effective date. An approval with a de-
layed effective date is tentative and
does not become final until the effec-
tive date. A new drug product approved
under this paragraph may not be intro-
duced or delivered for introduction into
interstate commerce until approval of
the abbreviated new drug application is
effective. Ordinarily, the effective date
of approval will be stated in the ap-
proval letter.

[57 FR 17989, Apr. 28, 1992, as amended at 64
FR 402, Jan. 5, 1999; 65 FR 56479, Sept. 19,
2000]

§314.106 Foreign data.

(a) General. The acceptance of foreign
data in an application generally is gov-
erned by §312.120 of this chapter.

(b) As sole basis for marketing approval.
An application based solely on foreign
clinical data meeting U.S. criteria for
marketing approval may be approved
if: (1) The foreign data are applicable
to the U.S. population and U.S. med-
ical practice; (2) the studies have been
performed by clinical investigators of
recognized competence; and (3) the
data may be considered valid without
the need for an on-site inspection by
FDA or, if FDA considers such an in-
spection to be necessary, FDA is able
to validate the data through an on-site
inspection or other appropriate means.
Failure of an application to meet any
of these criteria will result in the ap-
plication not being approvable based on
the foreign data alone. FDA will apply
this policy in a flexible manner accord-
ing to the nature of the drug and the
data being considered.

§314.107

(c) Consultation between FDA and ap-
plicants. Applicants are encouraged to
meet with agency officials in a “‘pre-
submission’” meeting when approval
based solely on foreign data will be
sought.

[50 FR 7493, Feb. 22, 1985, as amended at 55
FR 11580, Mar. 29, 1990]

§314.107 Effective date of approval of
a 505(b)(2) application or abbre-
viated new drug application under
section 505(j) of the act.

(a) General. A drug product may be
introduced or delivered for introduc-
tion into interstate commerce when
approval of the application or abbre-
viated application for the drug product
becomes effective. Except as provided
in this section, approval of an applica-
tion or abbreviated application for a
drug product becomes effective on the
date FDA issues an approval letter
under §314.105 for the application or ab-
breviated application.

(b) Effect of patent on the listed drug. If
approval of an abbreviated new drug
application submitted under section
505(j) of the act or of a 505(b)(2) applica-
tion is granted, that approval will be-
come effective in accordance with the
following:

(1) Date of approval letter. Except as
provided in paragraphs (b)(3), (b)(4),
and (c) of this section, approval will be-
come effective on the date FDA issues
an approval letter under §314.105 if the
applicant certifies under §314.50(i) or
§314.94(a)(12) that:

(i) There are no relevant patents; or

(if) The applicant is aware of a rel-
evant patent but the patent informa-
tion required under section 505 (b) or
(c) of the act has not been submitted to
FDA,; or

(iii) The relevant patent has expired;
or

(iv) The relevant patent is invalid,
unenforceable, or will not be infringed.

(2) Patent expiration. If the applicant
certifies under §314.50(i) or
§314.94(a)(12) that the relevant patent
will expire on a specified date, approval
will become effective on the specified
date.

(3) Disposition of patent litigation.
(i)(A) Except as provided in paragraphs
(b)(3)(ii), (b)(3)(iii), and (b)(3)(iv) of this
section, if the applicant certifies under
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