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certification of the drug, if necessary.
A new drug product or antibiotic ap-
proved under this paragraph may not
be marketed until an approval is effec-
tive. Marketing of an antibiotic need
not await the promulgation of a regu-
lation under §314.300.

(b) FDA will approve an application
or abbreviated antibiotic application
and issue the applicant an approval let-
ter (rather than an approvable letter
under §314.110) on the basis of draft la-
beling if the only deficiencies in the
application or abbreviated antibiotic
application concern editorial or similar
minor deficiencies in the draft label-
ing. Such approval will be conditioned
upon the applicant incorporating the
specified labeling changes exactly as
directed, and upon the applicant sub-
mitting to FDA a copy of the final
printed labeling prior to marketing.

(c) FDA will approve an application
after it determines that the drug meets
the statutory standards for safety and
effectiveness, manufacturing and con-
trols, and labeling, and an abbreviated
application after it determines that the
drug meets the statutory standards for
manufacturing and controls, labeling,
and, where applicable, bioequivalence.
While the statutory standards apply to
all drugs, the many kinds of drugs that
are subject to the statutory standards
and the wide range of uses for those
drugs demand flexibility in applying
the standards. Thus FDA is required to
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
guidelines, 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
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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]

§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. medi-
cal 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.

(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

144



Food and Drug Administration, HHS

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)) (i), (b)(3)(iii), and (b)(3)(iv) of this
section, if the applicant certifies under
§314.50(i) or §314.94(a)(12) that the rel-
evant patent is invalid, unenforceable,
or will not be infringed, and the patent
owner or its representative or the ex-
clusive patent licensee brings suit for
patent infringement within 45 days of
receipt by the patent owner of the no-
tice of certification from the applicant
under §314.52 or §314.95, approval may
be made effective 30 months after the
date of the receipt of the notice of cer-
tification by the patent owner or by
the exclusive licensee (or their rep-
resentatives) unless the court has ex-
tended 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

§314.107

for patent infringement during the 1-
year period beginning 4 years after the
date the patented drug was approved
and within 45 days of receipt by the
patent owner of the notice of certifi-
cation, the approval may be made ef-
fective at the expiration of the 7%
years from the date of approval of the
application for the patented drug prod-
uct.

(ii) If before the expiration of the 30-
month period, or 7% years where appli-
cable, the court issues a final order
that the patent is invalid, unenforce-
able, or not infringed, approval may be
made effective on the date the court
enters judgment;

(iii) If before the expiration of the 30-
month period, or 7Y%z years where appli-
cable, the court issues a final order or
judgment that the patent has been in-
fringed, approval may be made effec-
tive on the date the court determines
that the patent will expire or otherwise
orders; or

(iv) If before the expiration of the 30-
month period, or 7%z years where appli-
cable, the court grants a preliminary
injunction prohibiting the applicant
from engaging in the commercial man-
ufacture or sale of the drug product
until the court decides the issues of
patent validity and infringement, and
if the court later decides that the pat-
ent is invalid, unenforceable, or not in-
fringed, approval may be made effec-
tive on the date the court enters a final
order or judgment that the patent is
invalid, unenforceable, or not in-
fringed.

(v) In order for an approval to be
made effective under paragraph (b)(3)
of this section, the applicant must re-
ceive an approval letter from the agen-
cy indicating that the application has
received final approval. Tentative ap-
proval of an application does not con-
stitute ‘‘approval’’ of an application
and cannot, absent a final approval let-
ter from the agency, result in an effec-
tive approval under paragraph (b)(3) of
this section.

(4) Multiple certifications. If the appli-
cant has submitted certifications under
§314.50(i) or §314.94(a)(12) for more than
one patent, the date of approval will be
calculated for each certification, and
the approval will become effective on
the last applicable date.
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(c) Subsequent abbreviated new drug
application submission. (1) If an abbre-
viated new drug application contains a
certification that a relevant patent is
invalid, unenforceable, or will not be
infringed and the application is for a
generic copy of the same listed drug for
which one or more substantially com-
plete abbreviated new drug applica-
tions were previously submitted con-
taining a certification that the same
patent was invalid, unenforceable, or
would not be infringed and the appli-
cant submitting the first application
has successfully defended against a suit
for patent infringement brought within
45 days of the patent owner’s receipt of
notice submitted under §314.95, ap-
proval of the subsequent abbreviated
new drug application will be made ef-
fective no sooner than 180 days from
whichever of the following dates is ear-
lier:

(i) The date the applicant submitting
the first application first commences
commercial marketing of its drug
product; or

(if) The date of a decision of the
court holding the relevant patent in-
valid, unenforceable, or not infringed.

(2) For purposes of paragraph (c)(1) of
this section, the ‘“‘applicant submitting
the first application™ is the applicant
that submits an application that is
both substantially complete and con-
tains a certification that the patent
was invalid, unenforceable, or not in-
fringed prior to the submission of any
other application for the same listed
drug that is both substantially com-
plete and contains the same certifi-
cation. A “‘substantially complete” ap-
plication must contain the results of
any required bioequivalence studies,
or, if applicable, a request for a waiver
of such studies.

(3) For purposes of paragraph (c)(1) of
this section, if FDA concludes that the
applicant submitting the first applica-
tion is not actively pursuing approval
of its abbreviated application, FDA
will make the approval of subsequent
abbreviated applications immediately
effective if they are otherwise eligible
for an immediately effective approval.

(4) For purposes of paragraph (c)(1)(i)
of this section, the applicant submit-
ting the first application shall, if sued
for patent infringement, notify FDA of
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the date that it commences commer-
cial marketing of its drug product.
Commercial marketing commences
with the first date of introduction or
delivery for introduction into inter-
state commerce outside the control of
the manufacturer of a drug product, ex-
cept for investigational use under part
312 of this chapter, but does not include
transfer of the drug product for reasons
other than sale within the control of
the manufacturer or application hold-
er. If an applicant does not promptly
notify FDA of such date, the effective
date of approval shall be deemed to be
the date of the commencement of first
commercial marketing.

(d) Delay due to exclusivity. The agen-
cy will also delay the effective date of
the approval of an abbreviated new
drug application under section 505(j) of
the act or a 505(b)(2) application if
delay is required by the exclusivity
provisions in §314.108. When the effec-
tive date of an application is delayed
under both this section and §314.108,
the effective date will be the later of
the 2 days specified under this section
and §314.108.

(e) Court actions. (1) References to ac-
tions of ‘“‘the court” in paragraphs (b)
and (c) of this section are to the court
that enters final judgment from which
no appeal can be or has been taken.

(2) For purposes of establishing the
effective date of approval based on a
court judgment, the following dates
shall be deemed to be the date of the
final decision of the court on the pat-
ent issues:

(i) If the district court enters a deci-
sion that the patent is invalid, unen-
forceable, or not infringed, and the de-
cision is not appealed, the date on
which the right to appeal lapses.

(ii) If the district court enters a deci-
sion that the patent is invalid, unen-
forceable, or not infringed, and the de-
cision is appealed, the date of the first
decision or order by a higher court
holding or affirming the decision of the
district court that the patent is in-
valid, unenforceable, or not infringed.

(iii) If the district court enters a de-
cision that the patent is infringed, and
the decision is appealed, the date on
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which the district court enters a judg-
ment that the patent is invalid, unen-
forceable, or not infringed pursuant to
a mandate issued by a court of appeals.

(iv) The applicant shall submit a
copy of the entry of the order or judg-
ment to the Office of Generic Drugs
(HFD-600), or to the appropriate divi-
sion in the Office of Drug Evaluation |
(HFD-100) or Office of Drug Evaluation
Il (HFD-500), whichever is applicable,
within 10 working days of a final judg-
ment.

(f) Computation of 45-day time clock. (1)
The 45-day clock described in para-
graph (b)(3) of this section begins on
the day after the date of receipt of the
applicant’s notice of certification by
the patent owner or its representative,
and by the approved application holder.
When the 45th 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) The abbreviated new drug appli-
cant or the 505(b)(2) applicant shall no-
tify FDA immediately of the filing of
any legal action filed within 45 days of
receipt of the notice of certification. If
the applicant submitting the abbre-
viated new drug application or the
505(b)(2) application or patent owner or
its representative does not notify FDA
in writing before the expiration of the
45-day time period or the completion of
the agency’s review of the application,
whichever occurs later, that a legal ac-
tion for patent infringement was filed
within 45 days of receipt of the notice
of certification, approval of the abbre-
viated new drug application or the
505(b)(2) application will be made effec-
tive immediately upon expiration of
the 45 days or upon completion of the
agency’s review and approval of the ap-
plication, whichever is later. The noti-
fication to FDA of the legal action
shall include:

(i) The abbreviated new drug applica-
tion or 505(b)(2) application number.

(ii) The name of the abbreviated new
drug or 505(b)(2) application applicant.

(iii) The established name of the drug
product or, if no established name ex-
ists, the name(s) of the active ingredi-
ent(s), the drug product’s strength, and
dosage form.

§314.108

(iv) A certification that an action for
patent infringement identified by num-
ber, has been filed in an appropriate
court on a specified date.

The applicant of an abbreviated new
drug application shall send the notifi-
cation to FDA’s Office of Generic
Drugs (HFD-600). A 505(b)(2) applicant
shall send the notification to the ap-
propriate division in the Center for
Drug Evaluation and Research review-
ing the application. A patent owner or
its representative may also notify FDA
of the filing of any legal action for pat-
ent infringement. The notice should
contain the information and be sent to
the offices or divisions described in
this paragraph.

(3) If the patent owner or approved
application holder who is an exclusive
patent licensee waives its opportunity
to file a legal action for patent in-
fringement within 45 days of a receipt
of the notice of certification and the
patent owner or approved application
holder who is an exclusive patent li-
censee submits to FDA a valid waiver
before the 45 days elapse, approval of
the abbreviated new drug application
or the 505(b)(2) application will be
made effective upon completion of the
agency’s review and approval of the ap-
plication. FDA will only accept a waiv-
er in the following form:

(Name of patent owner or exclusive patent li-
censee) has received notice from (name of ap-
plicant) under (section 505(b)(3) or 505(j)(2)(B)
of the act) and does not intend to file an ac-
tion for patent infringement against (name of
applicant) concerning the drug (name of drug)
before (date on which 45 days elapses. (Name of
patent owner or exclusive patent licensee)
waives the opportunity provided by (section
505(c)(3)(C) or 505(j)(B)(iii) of the act) and does
not object to FDA’s approval of (name of ap-
plicant)’s (505(b)(2) or abbreviated new drug ap-
plication) for (name of drug) with an imme-
diate effective date on or after the date of
this letter.

[59 FR 50367, Oct. 3, 1994]

§314.108 New drug product exclusiv-
ity.

(a) Definitions. The following defini-
tions of terms apply to this section:

Active moiety means the molecule or
ion, excluding those appended portions
of the molecule that cause the drug to
be an ester, salt (including a salt with
hydrogen or coordination bonds), or
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