
321 

Food and Drug Administration, HHS § 60.26 

(3) Is conducted over a period of no 
less than 6 months duration, excluding 
time required to analyze or evaluate 
test results. 

(f) For purposes of determining the 
regulatory review period for any prod-
uct, a marketing application, a notice 
of completion of a product develop-
ment protocol, or a petition is initially 
submitted on the date it contains suffi-
cient information to allow FDA to 
commence review of the application. A 
marketing application, a notice of 
completion of a product development 
protocol, or a petition is approved on 
the date FDA sends the applicant a let-
ter informing it of the approval or, by 
order declares a product development 
protocol to be completed, or, in the 
case of food and color additives, on the 
effective date of the final rule listing 
the additive for use as published in the 
FEDERAL REGISTER or, in the case of a 
new animal drug in a Category II Type 
A medicated article, on the date of 
publication in the FEDERAL REGISTER 
of the notice of approval pursuant to 
section 512(i) of the Act. For purposes 
of this section, the regulatory review 
period for an animal drug shall mean 
either the regulatory review period re-
lating the drug’s approval for use in 
nonfood-producing animals or the regu-
latory review period relating to the 
drug’s approval for use in food-pro-
ducing animals, whichever is applica-
ble. 

[53 FR 7305, Mar. 7, 1988, as amended at 57 FR 
56262, Nov. 27, 1992; 64 FR 400, Jan. 5, 1999] 

§ 60.24 Revision of regulatory review 
period determinations. 

(a) Any person may request a revi-
sion of the regulatory review period de-
termination within 60 days after its 
initial publication in the FEDERAL 
REGISTER. The request shall be sent to 
the Division of Dockets Management 
(HFA–305), Food and Drug Administra-
tion, 5630 Fishers Lane, rm. 1061, Rock-
ville, MD 20852. The request shall speci-
fy the following: 

(1) The type of action requested; 
(2) The identity of the product; 
(3) The identity of the applicant; 
(4) The FDA docket number; and 
(5) The basis for the request for revi-

sion, including any documentary evi-
dence. 

(b) Unless the applicant is the person 
requesting the revision, the applicant 
shall respond to the request within 15 
days. In responding to the request, the 
applicant may submit information 
which is relevant to the events during 
the regulatory review period but which 
was not included in the original patent 
term restoration application. A request 
for a revision is not equivalent to a due 
diligence petition under § 60.30 or a re-
quest for a hearing under § 60.40. If no 
response is submitted, FDA will decide 
the matter on the basis of the informa-
tion in the patent term restoration ap-
plication, request for revision, and 
FDA records. 

(c) FDA shall apply the provisions of 
§ 60.22 in considering the request for a 
revision of the regulatory review pe-
riod determination. lf FDA revises its 
prior determination, FDA will notify 
PTO of the revision, send a copy of this 
notification to the applicant, and pub-
lish the revision in the FEDERAL REG-
ISTER, including a statement giving the 
reasons for the revision. 

[53 FR 7305, Mar. 7, 1988, as amended at 59 FR 
14364, Mar. 28, 1994; 67 FR 9585, Mar. 4, 2002] 

§ 60.26 Final action on regulatory re-
view period determinations. 

(a) FDA will consider a regulatory re-
view period determination to be final 
upon expiration of the 180-day period 
for filing a due diligence petition under 
§ 60.30 unless FDA receives: 

(1) New information from PTO 
records, FDA records, or FDA centers 
that affects the regulatory review pe-
riod determination; 

(2) A request under § 60.24 for revision 
of the regulatory review period deter-
mination; 

(3) A due diligence petition filed 
under § 60.30; or 

(4) A request for a hearing filed under 
§ 60.40. 

(b) FDA will notify PTO that the reg-
ulatory review period determination is 
final upon: 

(1) The expiration of the 180-day pe-
riod for filing a due diligence petition; 
or 

(2) If FDA has received a request for 
a revision, a due diligence petition, or 
a request for a hearing, upon resolution 
of the request for a revision, the peti-
tion, or the hearing, whichever is later. 
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FDA will send a copy of the notifica-
tion to the applicant and file a copy of 
the notification in the docket estab-
lished for the application in FDA’s Di-
vision of Dockets Management (HFA– 
305), 5630 Fishers Lane, rm. 1061, Rock-
ville, MD 20852. 

[53 FR 7305, Mar. 7, 1988, as amended at 59 FR 
14364, Mar. 28, 1994] 

§ 60.28 Time frame for determining 
regulatory review periods. 

(a) FDA will determine the regu-
latory review period for a product 
within 30 days of the receipt of a writ-
ten request from PTO for such a deter-
mination and a copy of the patent term 
restoration application. 

(b) FDA may extend the 30-day period 
if: 

(1) A related FDA action that may af-
fect the regulatory review period deter-
mination is pending; or 

(2) PTO requests that FDA tempo-
rarily suspend the determination proc-
ess; or 

(3) PTO or FDA receives new infor-
mation about the product that war-
rants an extension of the time required 
for the determination of the regulatory 
review period. 

(c) This section does not apply to ap-
plications withdrawn by the applicant 
or applications that PTO determines 
are ineligible for patent term restora-
tion. 

Subpart D—Due Diligence 
Petitions 

§ 60.30 Filing, format, and content of 
petitions. 

(a) Any person may file a petition 
with FDA, no later than 180 days after 
the publication of a regulatory review 
period determination under § 60.20, that 
challenges FDA’s determination by al-
leging that the applicant for patent 
term restoration did not act with due 
diligence in seeking FDA approval of 
the product during the regulatory re-
view period. 

(b) The petition shall be filed in ac-
cordance with § 10.20, under the docket 
number of the FEDERAL REGISTER no-
tice of the agency’s regulatory review 
period determination, and shall be in 
the format specified in § 10.30. The peti-
tion shall contain the information 

specified in § 10.30 and any additional 
information required by this subpart. If 
any provision of § 10.20 or § 10.30 is in-
consistent with any provision of this 
part, FDA will consider the petition in 
accordance with this part. 

(c) The petition shall claim that the 
applicant did not act with due dili-
gence during some part of the regu-
latory review period and shall set forth 
sufficient facts, including dates if pos-
sible, to merit an investigation by FDA 
of whether the applicant acted with 
due diligence. 

(d) The petition shall contain a cer-
tification that the petitioner has 
served a true and complete copy of the 
petition upon the applicant by certified 
or registered mail (return receipt re-
quested) or by personal delivery. 

[53 FR 7305, Mar. 7, 1988, as amended at 67 FR 
9585, Mar. 4, 2002] 

§ 60.32 Applicant response to petition. 

(a) The applicant shall file with FDA 
a written response to the petition no 
later than 30 days after the applicant’s 
receipt of a copy of the petition. 

(b) The applicant’s response may 
present additional facts and cir-
cumstances to address the assertions in 
the petition, but shall be limited to the 
issue of whether the applicant acted 
with due diligence during the regu-
latory review period. The applicant’s 
response may include documents that 
were not in the original patent exten-
sion application. 

(c) If the applicant does not respond 
to the petition, FDA will decide the 
matter on the basis of the information 
submitted in the patent term restora-
tion application, due diligence peti-
tion, and FDA records. 

§ 60.34 FDA action on petitions. 

(a) Within 90 days after FDA receives 
a petition filed under § 60.30(a), the 
agency will either deny the petition 
under paragraph (b) or (c) of this sec-
tion or investigate and determine 
under § 60.36 whether the applicant 
acted with due diligence during the 
regulatory review period. FDA will 
publish its due diligence determination 
in the FEDERAL REGISTER, notify PTO 
of the due diligence determination in 
writing, and send copies of the notice 
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