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Therapeutics, Inc. and the USPTO 
requested FDA’s assistance in 
determining the patent’s eligibility for 
patent term restoration. In a letter dated 
June 27, 2025, FDA advised the USPTO 
that this human drug product had 
undergone a regulatory review period 
and that the approval of OJEMDA 
represented the first permitted 
commercial marketing or use of the 
product. Thereafter, the USPTO 
requested that FDA determine the 
product’s regulatory review period. 

II. Determination of Regulatory Review 
Period 

FDA has determined that the 
applicable regulatory review period for 
OJEMDA is 4,942 days. Of this time, 
4,705 days occurred during the testing 
phase of the regulatory review period, 
while 237 days occurred during the 
approval phase. These periods of time 
were derived from the following dates: 

1. The date an exemption under 
section 505(i) of the Federal Food, Drug, 
and Cosmetic Act (FD&C Act) (21 U.S.C. 
355(i)) became effective: October 14, 
2010. FDA has verified the applicants’ 
claim that the date the investigational 
new drug application became effective 
was on October 14, 2010. 

2. The date the application was 
initially submitted with respect to the 
human drug product under section 505 
of the FD&C Act: August 31, 2023. FDA 
has verified the applicants’ claim that 
the new drug application (NDA) for 
OJEMDA (NDA 217700) was initially 
submitted on August 31, 2023. 

3. The date the application was 
approved: April 23, 2024. FDA has 
verified the applicants’ claim that NDA 
217700 was approved on April 23, 2024. 

This determination of the regulatory 
review period establishes the maximum 
potential length of a patent extension. 
However, the USPTO applies several 
statutory limitations in its calculations 
of the actual period for patent extension. 
In its application(s) for patent extension, 
the applicants seek 5 years of patent 
term extension. 

III. Petitions 
Anyone with knowledge that any of 

the dates as published are incorrect may 
submit either electronic or written 
comments and, under 21 CFR 60.24, ask 
for a redetermination (see DATES). 
Furthermore, as specified in § 60.30 (21 
CFR 60.30), any interested person may 
petition FDA for a determination 
regarding whether the applicants for 
extension acted with due diligence 
during the regulatory review period. To 
meet its burden, the petition must 
comply with all the requirements of 
§ 60.30, including but not limited to: 

must be timely (see DATES), must be 
filed in accordance with § 10.20, must 
contain sufficient facts to merit an FDA 
investigation, and must certify that a 
true and complete copy of the petition 
has been served upon the patent 
applicants. (See H. Rept. 857, part 1, 
98th Cong., 2d sess., pp. 41–42, 1984.) 
Petitions should be in the format 
specified in 21 CFR 10.30. 

Submit petitions electronically to 
https://www.regulations.gov at Docket 
No. FDA–2013–S–0610. Submit written 
petitions (two copies are required) to the 
Dockets Management Staff (HFA–305), 
Food and Drug Administration, 5630 
Fishers Lane, Rm. 1061, Rockville, MD 
20852. 

Brian Fahey, 
Associate Commissioner for Legislation. 
[FR Doc. 2025–23867 Filed 12–23–25; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2025–N–4684] 

Egis Pharmaceuticals Limited, et.al.; 
Proposal To Withdraw Approval of 
Three Abbreviated New Drug 
Applications; Opportunity for a 
Hearing 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration’s (FDA or Agency) 
Center for Drug Evaluation and Research 
(CDER) is proposing to withdraw 
approval of three abbreviated new drug 
applications (ANDAs) and is 
announcing an opportunity for the 
ANDA holders to request a hearing on 
this proposal. The basis for the proposal 
is that these ANDA holders have 
repeatedly failed to file required annual 
reports for those ANDAs. 
DATES: The ANDA holder may submit a 
request for a hearing by January 28, 
2026. Submit all data, information, and 
analyses upon which the request for a 
hearing relies February 27, 2026. Submit 
electronic or written comments by 
February 27, 2026. 
ADDRESSES: The request for a hearing 
may be submitted by the ANDA holder 
by either of the following methods: 

Electronic Submissions 

Submit electronic comments in the 
following way: 

• Federal eRulemaking Portal: 
https://www.regulations.gov. Follow the 

instructions for submitting comments to 
submit your request for a hearing. 
Comments submitted electronically to 
https://www.regulations.gov, including 
any attachments to the request for a 
hearing, will be posted to the docket 
unchanged. 

Written/Paper Submissions 

Submit written/paper submissions as 
follows: 

• Mail/Hand Delivery/Courier (for 
written/paper submissions): Dockets 
Management Staff (HFA–305), Food and 
Drug Administration, 5630 Fishers 
Lane, Rm. 1061, Rockville, MD 20852. 

• Because your request for a hearing 
will be made public, you are solely 
responsible for ensuring that your 
request does not include any 
confidential information that you or a 
third party may not wish to be posted, 
such as medical information, your or 
anyone else’s Social Security number, or 
confidential business information, such 
as a manufacturing process. The request 
for a hearing must include the Docket 
No. FDA–2025–N–4684 for ‘‘Egis 
Pharmaceuticals Limited, et al.; 
Proposal to Withdraw Approval of 
Three Abbreviated New Drug 
Applications; Opportunity for a 
Hearing.’’ The request for a hearing will 
be placed in the docket and publicly 
viewable at https://www.regulations.gov 
or at the Dockets Management Staff 
between 9 a.m. and 4 p.m., Monday 
through Friday. The ANDA holders may 
submit all data and analyses upon 
which the request for a hearing relies in 
the same manner as the request for a 
hearing except as follows: 

• Confidential Submissions—To 
submit any data analyses with 
confidential information that you do not 
wish to be made publicly available, 
submit your data and analyses only as 
a written/paper submission. You should 
submit two copies total of all data and 
analyses. One copy will include the 
information you claim to be confidential 
with a heading or cover note that states 
‘‘THIS DOCUMENT CONTAINS 
CONFIDENTIAL INFORMATION.’’ The 
Agency will review this copy, including 
the claimed confidential information, in 
its consideration of any decisions on 
this matter. The second copy, which 
will have the claimed confidential 
information redacted/blacked out, will 
be available for public viewing and 
posted on https://www.regulations.gov 
or available at the Dockets Management 
Staff between 9 a.m. and 4 p.m., 
Monday through Friday. Submit both 
copies to the Dockets Management Staff. 
Any information marked as 
‘‘confidential’’ will not be disclosed 
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except in accordance with 21 CFR 10.20 
and other applicable disclosure law. 

Comments Submitted by Other 
Interested Parties: For all comments 
submitted by other interested parties, 
submit comments as follows: 

Electronic Submissions 

Submit electronic comments in the 
following way: 

• Federal eRulemaking Portal: 
https://www.regulations.gov. Follow the 
instructions for submitting comments. 
Comments submitted electronically, 
including attachments, to https://
www.regulations.gov will be posted to 
the docket unchanged. Because your 
comment will be made public, you are 
solely responsible for ensuring that your 
comment does not include any 
confidential information that you or a 
third party may not wish to be posted, 
such as medical information, your or 
anyone else’s Social Security number, or 
confidential business information, such 
as a manufacturing process. Please note 
that if you include your name, contact 
information, or other information that 
identifies you in the body of your 
comments, that information will be 
posted on https://www.regulations.gov. 

• If you want to submit a comment 
with confidential information that you 
do not wish to be made available to the 
public, submit the comment as a 
written/paper submission and in the 
manner detailed (see ‘‘Written/Paper 
Submissions’’ and ‘‘Instructions’’). 

Written/Paper Submissions 

Submit written/paper submissions as 
follows: 

• Mail/Hand Delivery/Courier (for 
written/paper submissions): Dockets 
Management Staff (HFA–305), Food and 

Drug Administration, 5630 Fishers 
Lane, Rm. 1061, Rockville, MD 20852. 

• For written/paper comments 
submitted to the Dockets Management 
Staff, FDA will post your comment, as 
well as any attachments, except for 
information submitted, marked, and 
identified, as confidential, if submitted 
as detailed in ‘‘Instructions.’’ 

Instructions: All submissions received 
must include the Docket No. FDA– 
2025–N–4684 for ‘‘Egis Pharmaceuticals 
Limited, et.al.; Proposal to Withdraw 
Approval of Three Abbreviated New 
Drug Applications; Opportunity for a 
Hearing.’’ Received comments, those 
filed in a timely manner (see 
ADDRESSES), will be placed in the docket 
and, except for those submitted as 
‘‘Confidential Submissions,’’ publicly 
viewable at https://www.regulations.gov 
or at the Dockets Management Staff 
between 9 a.m. and 4 p.m., Monday 
through Friday, 240–402–7500. 

• Confidential Submissions—To 
submit a comment with confidential 
information that you do not wish to be 
made publicly available, submit your 
comments only as a written/paper 
submission. You should submit two 
copies total. One copy will include the 
information you claim to be confidential 
with a heading or cover note that states 
‘‘THIS DOCUMENT CONTAINS 
CONFIDENTIAL INFORMATION.’’ The 
Agency will review this copy, including 
the claimed confidential information, in 
its consideration of comments. The 
second copy, which will have the 
claimed confidential information 
redacted/blacked out, will be available 
for public viewing and posted on 
https://www.regulations.gov. Submit 
both copies to the Dockets Management 
Staff. If you do not wish your name and 
contact information to be made publicly 

available, you can provide this 
information on the cover sheet and not 
in the body of your comments and you 
must identify this information as 
‘‘confidential.’’ Any information marked 
as ‘‘confidential’’ will not be disclosed 
except in accordance with 21 CFR 10.20 
and other applicable disclosure law. For 
more information about FDA’s posting 
of comments to public dockets, see 80 
FR 56469, September 18, 2015, or access 
the information at: https://www.gpo.gov/ 
fdsys/pkg/FR-2015-09-18/pdf/2015- 
23389.pdf. 

Docket: For access to the docket to 
read background documents or the 
electronic and written/paper comments 
received, go to https://
www.regulations.gov and insert the 
docket number, found in brackets in the 
heading of this document, into the 
‘‘Search’’ box and follow the prompts 
and/or go to the Dockets Management 
Staff, 5630 Fishers Lane, Rm. 1061, 
Rockville, MD 20852, 240–402–7500. 

FOR FURTHER INFORMATION CONTACT: 
Martha Nguyen, Center for Drug 
Evaluation and Research, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 75, Rm. 1676, 
Silver Spring, MD 20993–0002, 301– 
796–3471, Martha.Nguyen@fda.hhs.gov. 

SUPPLEMENTARY INFORMATION: The 
holder of an approved ANDA to market 
a new drug for human use is required 
to submit annual reports to FDA 
concerning its approved ANDA under 
§§ 314.81 and 314.98 (21 CFR 314.81 
and 21 CFR 314.98). The holders of the 
approved ANDAs listed in table 1 have 
repeatedly failed to submit the required 
annual reports and have not responded 
to the Agency’s request for submission 
of the reports. 

TABLE 1—APPROVED ANDAS FOR WHICH REQUIRED REPORTS HAVE NOT BEEN SUBMITTED 

Application No. Drug Applicant 

ANDA 060453 ........ Bacitracin-neomycin sulfate-polymyxin B sulfate ointment with 
diperodon hydrochloride (HCl).

Ambix Laboratories, 55 West End Rd., Totowa, NJ 
07512. 

ANDA 074748 ........ Captopril tablet, 12.5 mg, 25 mg, 50 mg, and 100 mg ....................... Egis Pharmaceuticals Ltd., 1475 Budapest 10 Pf. 
100 HUNGARY. 

ANDA 074808 ........ Piroxicam capsule, 10 mg and 20 mg ................................................. Do. 

Therefore, under §§ 314.150(b)(1) and 
314.200, notice is given to the holders 
of the approved ANDAs listed in table 
1 and to all other interested persons that 
the Director of CDER proposes to issue 
an order, under section 505(e) of the 
Federal Food, Drug, and Cosmetic Act 
(FD&C Act) (21 U.S.C. 355(e)), 
withdrawing approval of the ANDAs 
and all amendments and supplements 
thereto on the grounds that the ANDA 

holders have failed to submit reports 
required under § 314.81 and 314.98. 

In accordance with section 505 of the 
FD&C Act and part 314 (21 CFR part 
314), the ANDA holders are hereby 
provided an opportunity for a hearing to 
show why the approval of the ANDA 
listed previously should not be 
withdrawn and an opportunity to raise, 
for administrative determination, all 

issues relating to the legal status of the 
drug products covered by these ANDAs. 

An ANDA holder who decides to seek 
a hearing must file the following: (1) A 
written notice of participation and 
request for a hearing (see DATES and 
ADDRESSES) and (2) the data, 
information, and analyses relied on to 
demonstrate that there is a genuine and 
substantial issue of fact that requires a 
hearing (see DATES and ADDRESSES). Any 
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other interested person may also submit 
comments on this notice. The 
procedures and requirements governing 
this notice of opportunity for a hearing, 
notice of participation and request for a 
hearing, the information, and analyses 
to justify a hearing, other comments, 
and a grant or denial of a hearing are 
contained in § 314.200 and in 21 CFR 
part 12. 

The failure of an ANDA holder to file 
a timely written notice of participation 
and request for a hearing, as required by 
§ 314.200, constitutes an election by that 
ANDA holder not to avail itself of the 
opportunity for a hearing concerning 
CDER’s proposal to withdraw approval 
of the ANDAs and constitutes a waiver 
of any contentions concerning the legal 
status of the drug products. FDA will 
then withdraw approval of the ANDAs, 
and the drug products may not 
thereafter be lawfully introduced or 
delivered for introduction into interstate 
commerce. Any new drug product 
introduced or delivered for introduction 
into interstate commerce without an 
approved ANDA is subject to regulatory 
action at any time. 

A request for a hearing may not rest 
upon mere allegations or denials but 
must present specific facts showing that 
there is a genuine and substantial issue 
of fact that requires a hearing. If a 
request for a hearing is not complete or 
is not supported, the Commissioner of 
Food and Drugs will enter summary 
judgment against the person who 
requests the hearing, making findings 
and conclusions, and denying a hearing. 

All submissions under this notice of 
opportunity for a hearing must be filed 
in two copies. Except for data and 
information prohibited from public 
disclosure under 21 U.S.C. 331(j) or 18 
U.S.C. 1905, the submissions may be 
seen at the Dockets Management Staff 
(see ADDRESSES) between 9 a.m. and 4 
p.m., Monday through Friday, and will 
be posted to the docket at https://
www.regulations.gov. 

This notice is issued under section 
505(e) of the FD&C Act and under 
authority delegated to the Director of 
CDER by the Commissioner of Food and 
Drugs. 

Lowell M. Zeta, 
Acting Deputy Commissioner for Policy, 
Legislation, and International Affairs. 
[FR Doc. 2025–23870 Filed 12–23–25; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing 
that a proposed collection of 
information has been submitted to the 
Office of Management and Budget 
(OMB) for review and clearance under 
the Paperwork Reduction Act of 1995. 
DATES: Submit written comments 
(including recommendations) on the 
collection of information by January 28, 
2026. 
ADDRESSES: To ensure that comments on 
the information collection are received, 
OMB recommends that written 
comments be submitted to https://
www.reginfo.gov/public/do/PRAMain. 
Find this particular information 
collection by selecting ‘‘Currently under 
Review—Open for Public Comments’’ or 
by using the search function. The OMB 
control number for this information 
collection is 0910–0667. Also include 
the FDA docket number found in 
brackets in the heading of this 
document. 

FOR FURTHER INFORMATION CONTACT: 
Amber Sanford, Office of Operations, 
Food and Drug Administration, Three 
White Flint North, 10A–12M, 11601 
Landsdown St., North Bethesda, MD 
20852, 301–796–8867, PRAStaff@
fda.hhs.gov. 

SUPPLEMENTARY INFORMATION: In 
compliance with 44 U.S.C. 3507, FDA 
has submitted the following proposed 
collection of information to OMB for 
review and clearance. 

Current Good Manufacturing Practices 
for Positron Emission Tomography 
Drugs—21 CFR Part 212 

OMB Control Number 0910–0667— 
Extension 

This information collection 
implements statutory and regulatory 
requirements that govern positron 
emission tomography (PET) drugs. FDA 
has promulgated regulations in 21 CFR 
part 212 establishing current good 
manufacturing practice (CGMP) 

intended to ensure that PET drugs meet 
the requirements of the Federal Food, 
Drug, and Cosmetic Act (the act) 
regarding safety, identity, strength, 
quality, and purity. While regulations in 
21 CFR part 212, subpart A set forth 
general provisions, additional 
requirements are established in 21 CFR 
part 212 as follows: 
Subpart B—Personnel and Resources— 

212.10 
Subpart C—Quality Assurance—212.20 
Subpart D—Facilities and Equipment— 

212.30 
Subpart E—Control of Components, 

Containers, and Closures—212.40 
Subpart F—Production and Process 

Controls—212.50 
Subpart G—Laboratory Controls—212.60– 

212.61 
Subpart H—Finished Drug Product Controls 

and Acceptance—212.70–212.71 
Subpart I—Packaging and Labeling—212.80 
Subpart J—Distribution—212.90 
Subpart K—Complaint Handling—212.100 
Subpart L—Records—212.110 

Records must be maintained at the 
PET drug production facility or another 
location that is reasonably accessible to 
responsible officials of the production 
facility and to employees of FDA 
designated to perform inspections. All 
records, including those not stored at 
the inspected establishment, must be 
legible, stored to prevent deterioration 
or loss, and readily available for review 
and copying by FDA employees. All 
records and documentation referenced 
in this part must be maintained for a 
period of at least 1 year from the date 
of final release, including conditional 
final release, of a PET drug product. 

The regulations contain what we 
believe are the minimum standards for 
quality production of PET drugs at all 
types of PET drug production facilities. 
These CGMP requirements are designed 
according to the unique characteristics 
of PET drugs, including their short half- 
lives and because most PET drugs are 
produced at locations close to the 
patients to whom the drugs are 
administered. We have also taken into 
account that time spent on recording 
procedures, processes, and 
specifications may be somewhat higher 
in the year in which records are first 
established and correspondingly lower 
in subsequent years, when only updates 
and revisions will be required. 

We have also issued Agency guidance 
entitled, ‘‘PET Drugs—Current Good 
Manufacturing Practice (CGMP),’’ 
(December 2009), available for 
download from our website at https://
www.fda.gov/regulatory-information/ 
search-fda-guidance-documents/pet- 
drug-products-current-good- 
manufacturing-practice-cgmp. The 
guidance document communicates 
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