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for Serious Conditions—Drugs and 
Biologics’’ (May 2014), as applicable. 
Under this CDRP program, participating 
sponsors are able to discuss their 
product development strategies and 
goals with FDA review staff during two 
dedicated Type B meetings, as well as 
additional CMC-focused discussions. 

This public workshop fulfills FDA’s 
commitment under the PDUFA VII letter 
(available at https://www.fda.gov/ 
industry/prescription-drug-user-fee- 
amendments/pdufa-vii-fiscal-years- 
2023-2027; see section N.4.c.) to hold a 
public meeting focused on CMC aspects 
of expedited development including 
case studies, lessons learned, and 
stakeholder input regarding the CDRP, 
and to solicit industry and public 
feedback. 

II. Topics for Discussion at the Public 
Workshop 

This public workshop is intended as 
an information gathering step in support 
of the strategy paper FDA will 
subsequently develop. That strategy 
paper will outline FDA’s planned policy 
and programmatic response to support 
expediting CMC readiness when the 
clinical benefit of an investigational- 
stage product warrants it. The public 
workshop will feature discussions on 
CMC aspects of expedited development, 
including case studies, illustrating best 
practices and lessons learned from the 
CDRP. The workshop will also provide 
a forum for industry and the public to 
make recommendations on expediting 
CMC development. 

Workshop updates, agenda, and 
background materials, if any, will be 
made available prior to the workshop at 
the CDRP web page https://
www.fda.gov/drugs/pharmaceutical- 
quality-resources/chemistry- 
manufacturing-and-controls- 
development-and-readiness-pilot-cdrp- 
program. 

III. Participating in the Public 
Workshop 

Registration: To register for the public 
workshop, please visit the following 
website: https://healthpolicy.duke.edu/ 
events/lessons-learned-chemistry- 
manufacturing-and-controls-cmc- 
development-and-readiness-pilot-0. 
Please provide complete contact 
information for each attendee, including 
name, title, affiliation, address, email, 
and telephone. Registration will end at 
11:59 p.m. Eastern Time on September 
9, 2025. Registration is free, and persons 
interested in attending this public 
workshop must register to receive a link 
to the meeting. Registrants will receive 
a confirmation email after they register. 
If you need special accommodations 

due to a disability, please contact 
Margolisevents@duke.edu no later than 
5:00 p.m. Eastern Time on August 27, 
2025. Please note, closed captioning 
will be available automatically. 

Transcript: Please be advised that as 
soon as a transcript of the public 
workshop is available, it will be 
accessible at https://
www.regulations.gov. It may also be 
viewed at the Dockets Management Staff 
(see ADDRESSES). 

Dated: August 14, 2025. 
Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2025–15799 Filed 8–18–25; 8:45 am] 
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HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA or Agency) has 
determined that RIFADIN (rifampin) 
capsules, 150 milligrams (mg) and 300 
mg, were not withdrawn from sale for 
reasons of safety or effectiveness to the 
extent that the drugs can be 
manufactured or formulated in a 
manner that satisfies any applicable 
acceptable intake limit for nitrosamine 
impurities. This determination means 
that FDA will not begin procedures to 
withdraw approval of abbreviated new 
drug applications (ANDAs) that refer to 
these drug products, and it will allow 
FDA to continue to approve ANDAs that 
refer to the products as long as they 
meet relevant legal and regulatory 
requirements, including satisfying any 
applicable acceptable intake limit for 
nitrosamine impurities. 
FOR FURTHER INFORMATION CONTACT: 
Robin Fastenau, Center for Drug 
Evaluation and Research, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 51, Rm. 6236, 
Silver Spring, MD 20993–0002, 240– 
893–4962, robin.fastenau@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: Section 
505(j) of the Federal Food, Drug, and 
Cosmetic Act (FD&C Act) (21 U.S.C. 
355(j)) allows the submission of an 

ANDA to market a generic version of a 
previously approved drug product. To 
obtain approval, the ANDA applicant 
must show, among other things, that the 
generic drug product: (1) has the same 
active ingredient(s), dosage form, route 
of administration, strength, conditions 
of use, and (with certain exceptions) 
labeling as the listed drug, which is a 
version of the drug that was previously 
approved, and (2) is bioequivalent to the 
listed drug. ANDA applicants do not 
have to repeat the extensive clinical 
testing otherwise necessary to gain 
approval of a new drug application 
(NDA). 

Section 505(j)(7) of the FD&C Act 
requires FDA to publish a list of all 
approved drugs. FDA publishes this list 
as part of the ‘‘Approved Drug Products 
With Therapeutic Equivalence 
Evaluations,’’ which is known generally 
as the ‘‘Orange Book.’’ Under FDA 
regulations, drugs are removed from the 
list if the Agency withdraws or 
suspends approval of the drug’s NDA or 
ANDA for reasons of safety or 
effectiveness or if FDA determines that 
the listed drug was withdrawn from sale 
for reasons of safety or effectiveness (21 
CFR 314.162). 

A person may petition the Agency to 
determine, or the Agency may 
determine on its own initiative, whether 
a listed drug was withdrawn from sale 
for reasons of safety or effectiveness. 
This determination may be made at any 
time after the drug has been withdrawn 
from sale, but it must be made prior to 
approval of an ANDA that refers to the 
listed drug (§ 314.161 (21 CFR 314.161)). 
FDA may not approve an ANDA that 
does not refer to a listed drug. 

RIFADIN (rifampin) capsules, 150 mg 
and 300 mg, are the subject of NDA 
050420, held by Sanofi Aventis US LLC, 
and initially approved on May 21, 1971. 
RIFADIN (rifampin) capsules, 150 mg 
and 300 mg, are indicated for the 
treatment of all forms of tuberculosis 
and for the treatment of asymptomatic 
carriers of Neisseria meningitidis to 
eliminate meningococci from the 
nasopharynx. 

RIFADIN (rifampin) capsules, 150 mg 
and 300 mg, have not been marketed in 
the United States since their voluntary 
discontinuation from sale in November 
2020. 

Novitium Pharma LLC submitted a 
citizen petition dated November 21, 
2024 (Docket No. FDA–2024–P–5470), 
under 21 CFR 10.30, requesting that the 
Agency determine whether RIFADIN 
(rifampin) capsules, 150 mg and 300 mg, 
were withdrawn from sale for reasons of 
safety or effectiveness. 

FDA has identified a number of active 
pharmaceutical ingredients (APIs) that 
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1 Nitrosamine impurities in the drug supply are 
an important public health concern. As explained 
in the guidance for industry entitled ‘‘Control of 
Nitrosamine Impurities in Human Drugs’’ published 
September 2024 (available at https://www.fda.gov/ 
media/141720/download) (at 4–5), ‘‘Nitrosamine 
compounds are potent genotoxic agents in several 
animal species and some are classified as probable 
or possible human carcinogens by the International 
Agency for Research on Cancer. They are referred 
to as cohort of concern compounds in the 
International Council for Harmonisation of 
Technical Requirements for . . . Human Use (ICH) 
guidance for industry M7(R2) Assessment and 
Control of DNA Reactive (Mutagenic) Impurities in 
Pharmaceuticals to Limit Potential Carcinogenic 
Risk (July 2023).’’ Many drug products have been 
found to contain levels of nitrosamines that are 
unacceptable or require further evaluation. FDA’s 
current understanding is that nitrosamine levels in 
affected drug products have different causes and 
may be controlled using different strategies, 
including formulation design (i.e., adding 
antioxidants or adding pH adjusters that modify the 
microenvironment to base or neutral pH) and 
supplier qualification programs. 

have secondary or tertiary amines and 
are therefore at risk for forming 
nitrosamine drug substance related 
impurities (NDSRIs). Hypothetically, 
under certain conditions related to the 
formulation and manufacturing process 
for the drug product, such as residual 
nitrites in excipients used to formulate 
the drug product, these APIs could form 
NDSRIs. Rifampin is one such API at 
risk of forming 1-methyl-4- 
nitrosopiperazine (MNP). FDA has 
tested certain rifampin products for 
MNP and detected MNP in all such 
tested rifampin products.1 FDA has 
announced recommended acceptable 
intake limits for MNP in all rifampin 
products, including a recommended 
interim acceptable intake limit. Rifadin 
(rifampin) 150 mg and 300 mg capsules 
are currently listed in the ‘‘Discontinued 
Drug Product List’’ section of the Orange 
Book. 

After considering the citizen petition 
and reviewing Agency records and 
based on the information we have at this 
time, FDA has determined under 
§ 314.161 that RIFADIN (rifampin) 
capsules, 150 mg and 300 mg, were not 
withdrawn for reasons of safety or 
effectiveness to the extent that the drugs 
can be manufactured or formulated in a 
manner that satisfies any applicable 
acceptable intake limit for nitrosamine 
impurities. The petitioner has identified 
no data or other information suggesting 
that RIFADIN (rifampin) capsules, 150 
mg and 300 mg, were withdrawn for 
reasons of safety or effectiveness. We 
have carefully reviewed our files for 
records concerning the withdrawal of 
RIFADIN (rifampin) capsules, 150 mg 
and 300 mg, from sale. We have also 
independently evaluated relevant 
literature and data for possible 
postmarketing adverse events. We have 
reviewed the available evidence and 

determined that these drug products 
were not withdrawn from sale for 
reasons of safety or effectiveness to the 
extent that the drugs can be 
manufactured or formulated in a 
manner that satisfies any applicable 
acceptable intake limit for nitrosamine 
impurities. 

Accordingly, the Agency will 
continue to list RIFADIN (rifampin) 
capsules, 150 mg and 300 mg, in the 
‘‘Discontinued Drug Product List’’ 
section of the Orange Book. The 
‘‘Discontinued Drug Product List’’ 
delineates, among other items, drug 
products that have been discontinued 
from marketing for reasons other than 
safety or effectiveness. FDA will not 
begin procedures to withdraw approval 
of approved ANDAs that refer to these 
drug products. Additional ANDAs for 
these drug products may also be 
approved by the Agency as long as they 
meet all other legal and regulatory 
requirements for the approval of 
ANDAs, including satisfying any 
applicable acceptable intake limit for 
nitrosamine impurities. If FDA 
determines that labeling for these drug 
products should be revised to meet 
current standards, the Agency will 
advise ANDA applicants to submit such 
labeling. 

Dated: August 14, 2025. 
Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2025–15786 Filed 8–18–25; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Health Resources and Services 
Administration 

Agency Information Collection 
Activities: Proposed Collection: Public 
Comment Request; Information 
Collection Request Title: Rural 
Communities Opioid Response 
Program Performance Measures, OMB 
No. 0906–0044—Revision 

AGENCY: Health Resources and Services 
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ACTION: Notice. 

SUMMARY: In compliance with the 
requirement for opportunity for public 
comment on proposed data collection 
projects of the Paperwork Reduction Act 
of 1995, HRSA announces plans to 
submit an Information Collection 
Request (ICR), described below, to the 
Office of Management and Budget 
(OMB). Prior to submitting the ICR to 

OMB, HRSA seeks comments from the 
public regarding the burden estimate, 
below, or any other aspect of the ICR. 
DATES: Comments on this ICR should be 
received no later than October 20, 2025. 
ADDRESSES: Submit your comments to 
paperwork@hrsa.gov or mail the HRSA 
Information Collection Clearance 
Officer, Room 14NWH04, 5600 Fishers 
Lane, Rockville, Maryland 20857. 
FOR FURTHER INFORMATION CONTACT: To 
request more information on the 
proposed project or to obtain a copy of 
the data collection plans and draft 
instruments, email paperwork@hrsa.gov 
or call Samantha Miller, the HRSA 
Information Collection Clearance 
Officer, at (301) 443–3983. 
SUPPLEMENTARY INFORMATION: When 
submitting comments or requesting 
information, please include the ICR title 
for reference. 

Information Collection Request Title: 
Rural Communities Opioid Response 
Program Performance Measures, OMB 
No. 0906–0044—Revision. 

Abstract: HRSA administers the Rural 
Communities Opioid Response Program 
(RCORP), which is authorized by 
Section 711(b)(5) of the Social Security 
Act (42 U.S.C. 912(b)(5)) and is a multi- 
initiative program that aims to: (1) 
support treatment for and prevention of 
substance use disorder (SUD), including 
opioid use disorder (OUD); and (2) 
reduce morbidity and mortality 
associated with SUD, including OUD, 
by improving access to and delivering 
prevention, treatment, and recovery 
support services to high-risk rural 
communities. To support this purpose, 
RCORP grant initiatives include: 

• RCORP—Implementation grants, 
which fund established networks and 
consortia to deliver SUD/OUD 
prevention, treatment, and recovery 
activities in high-risk rural 
communities; 

• RCORP—Psychostimulant Support 
grants, which aim to strengthen and 
expand access to prevention, treatment, 
and recovery services for individuals in 
rural areas who misuse 
psychostimulants, to enhance their 
ability to access treatment and move 
toward recovery; 

• RCORP—Medication Assisted 
Treatment Access grants, which aim to 
establish new access points in rural 
facilities where none currently exist; 

• RCORP—Behavioral Health Care 
support grants, which aim to expand 
access to and quality of behavioral 
health care services at the individual, 
provider, and community levels; 

• RCORP Overdose Response 
recipients address immediate needs in 
rural areas through improving access to, 
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