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1 An applicant must submit an annual status 
report on the progress of each open PMR/PMC 
within 60 days of the anniversary date of U.S. 
approval of the original application or on an 
alternate reporting date that was granted by FDA in 
writing. Some applicants have requested and been 
granted by FDA alternate annual reporting dates to 
facilitate harmonized reporting across multiple 
applications. 

2 The establishment date is the date of the formal 
FDA communication to the applicant that included 
the final FDA-required (PMR) or requested (PMC) 
postmarketing study or clinical trial. 

Evaluation and Research, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 71, Rm. 7242, 
Silver Spring, MD 20993–0002, 240– 
402–8113. 
SUPPLEMENTARY INFORMATION: 

I. Background 

Section 506B(c) of the FD&C Act (21 
U.S.C. 356b(c)) requires FDA to publish 
an annual report on the status of 
postmarketing studies that applicants 
are required to, or have committed to, 
conduct and for which annual status 
reports have been submitted. Under 
§§ 314.81(b)(2)(vii) and 601.70 (21 CFR 
314.81(b)(2)(vii) and 601.70), applicants 
of approved drug products and licensed 
biological products are required to 
submit annually a report on the status 
of each clinical safety, clinical efficacy, 
clinical pharmacology, and nonclinical 
toxicology study or clinical trial either 
required by FDA (PMRs) or that they 
have committed to conduct (PMCs), 
either at the time of approval or after 
approval of their new drug application, 
abbreviated new drug application, or 
biologics license application, as 
applicable. The status of PMCs 
concerning chemistry, manufacturing, 
and production controls and the status 
of other studies or clinical trials 
conducted on an applicant’s own 
initiative are not required to be reported 
under §§ 314.81(b)(2)(vii) and 601.70 
and are not addressed in this report. 
Furthermore, section 505(o)(3)(E) of the 
FD&C Act (21 U.S.C. 355(o)(3)(E)) 
requires that applicants report 
periodically on the status of each 
required study or clinical trial and each 
study or clinical trial ‘‘otherwise 
undertakento investigate a safety issue 
. . . .’’ 

An applicant must report on the 
progress of the PMR/PMC on the 
anniversary of the drug product’s 
approval 1 until the PMR/PMC is 
completed or terminated and FDA 
determines that the PMR/PMC has been 
fulfilled or that the PMR/PMC is either 
no longer feasible or would no longer 
provide useful information. 

II. Fiscal Year 2021 Report 

With this notice, FDA is announcing 
the availability of the Agency’s annual 
report entitled ‘‘Report on the 
Performance of Drug and Biologics 

Firms in Conducting Postmarketing 
Requirements and Commitments.’’ 
Information in this report covers any 
PMR/PMC that was established, in 
writing, at the time of approval or after 
approval of an application or a 
supplement to an application and 
summarizes the status of PMRs/PMCs in 
fiscal year (FY) 2021 (i.e., as of 
September 30, 2021). Information 
summarized in the report reflects 
combined data from the Center for Drug 
Evaluation and Research and the Center 
for Biologics Evaluation and Research 
and includes the following: (1) the 
number of applicants with open PMRs/ 
PMCs; (2) the number of open PMRs/ 
PMCs; (3) the timeliness of applicant 
submission of the annual status reports 
(ASRs); (4) FDA-verified status of open 
PMRs/PMCs reported in 
§ 314.81(b)(2)(vii) or § 601.70 ASRs; (5) 
the status of closed PMRs/PMCs; and (6) 
the distribution of the status by fiscal 
year (FY) of establishment 2 (FY2015 to 
FY2021) for PMRs and PMCs open at 
the end of FY2021, or those closed 
within FY2021. Additional information 
about PMRs/PMCs is provided on FDA’s 
website at https://www.fda.gov/Drugs/
GuidanceComplianceRegulatory
Information/Post-marketingPhaseIV
Commitments/default.htm. 

Dated: January 30, 2023. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2023–02156 Filed 2–1–23; 8:45 am] 
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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 must be 
received no later than April 3, 2023. 
ADDRESSES: Submit your comments to 
paperwork@hrsa.gov or mail the HRSA 
Information Collection Clearance 
Officer, Room 14N136B, 5600 Fishers 
Lane, Rockville, MD 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 301–594–4394. 
SUPPLEMENTARY INFORMATION: When 
submitting comments or requesting 
information, please include the 
information request collection title for 
reference. 

Information Collection Request Title: 
Delta States Rural Development 
Network Grant Program, OMB No. 
0915–0386–Extension. 

Abstract: The Delta States Rural 
Development Network Grant (Delta) 
Program is authorized by the Public 
Health Service Act, Section 330A(f) (42 
U.S.C. 254c(f)). The Delta Program 
supports projects that demonstrate 
evidence based and/or promising 
approaches around cardiovascular 
disease, diabetes, acute ischemic stroke, 
or obesity in order to improve health 
status in rural communities throughout 
the Delta Region. Key features of Delta 
Program-supported projects are 
collaboration, adoption of an evidence- 
based approach, demonstration of 
health outcomes, program replicability, 
and sustainability. HRSA collects 
information from Delta Program award 
recipients using an OMB-approved set 
of performance measures and seeks to 
extend that approved information 
collection. 

Need and Proposed Use of the 
Information: For this program, 
performance measures were drafted to 
provide data useful to the program and 
to enable HRSA to provide aggregate 
program data required by Congress 
under the Government Performance and 
Results Act of 1993 (Pub. L. 103–62). 
These measures cover the principal 
topic areas of interest to HRSA 
including the following: (a) access to 
care, (b) population demographics, (c) 
staffing, (d) sustainability, (e) project 
specific domains, and (f) health related 
clinical measures. These measures 
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encompass HRSA’s progress toward 
meeting the goals set. 

Likely Respondents: Grant recipients 
of the Delta Program. 

Burden Statement: Burden in this 
context means the time expended by 
persons to generate, maintain, retain, 
disclose, or provide the information 

requested. This includes the time 
needed to review instructions; to 
develop, acquire, install, and utilize 
technology and systems for the purpose 
of collecting, validating, and verifying 
information, processing and 
maintaining information, and disclosing 
and providing information; to train 

personnel and to be able to respond to 
a collection of information; to search 
data sources; to complete and review 
the collection of information; and to 
transmit or otherwise disclose the 
information. The total annual burden 
hours estimated for this ICR are 
summarized in the table below. 

TOTAL ESTIMATED ANNUALIZED BURDEN HOURS 

Form name Number of 
respondents 

Number of 
responses per 

respondent 

Total 
responses 

Average 
burden per 
response 
(in hours) 

Total burden 
hours 

Delta States Rural Development Network Program Per-
formance Improvement Measurement System ................ 12 1 12 1.66 * 20 

Total .............................................................................. 12 ........................ 12 ........................ 20 

* Number is rounded to the nearest whole number. 

HRSA specifically requests comments 
on (1) the necessity and utility of the 
proposed information collection for the 
proper performance of the agency’s 
functions; (2) the accuracy of the 
estimated burden; (3) ways to enhance 
the quality, utility, and clarity of the 
information to be collected; and (4) the 
use of automated collection techniques 
or other forms of information 
technology to minimize the information 
collection burden. 

Maria G. Button, 
Director, Executive Secretariat. 
[FR Doc. 2023–02197 Filed 2–1–23; 8:45 am] 

BILLING CODE 4165–15–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Center for Scientific Review; Notice of 
Closed Meetings 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended, notice is hereby given of the 
following meetings. 

The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; Special 
Emphasis Panel; Nucleic Acid Therapeutic 
Delivery (NATD). 

Date: February 28, 2023. 
Time: 10:00 a.m. to 7:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Vinod Charles, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 5196, 
MSC 7846, Bethesda, MD 20892, 301–435– 
0902, charlesvi@csr.nih.gov. 

Name of Committee: Healthcare Delivery 
and Methodologies Integrated Review Group; 
Health Services; Quality and Effectiveness 
Study Section. 

Date: March 1–2, 2023. 
Time: 9:00 a.m. to 7:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Angela Denise Thrasher, 
Ph.D., Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 1000J, 
Bethesda, MD 20892, (301) 480–6894, 
thrasherad@csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel; 
Fellowships; Behavioral Neuroscience. 

Date: March 2–3, 2023. 
Time: 8:00 a.m. to 7:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 

Rockledge II, 6701 Rockledge Drive, 
Bethesda, MD 20892 (Virtual Meeting). 

Contact Person: Simone Chebabo Weiner, 
Ph.D., Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 1011K, 
Bethesda, MD 20892, (301) 435–1042, 
weinersc@csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel PAR Panel; 
Cancer Nanotechnology. 

Date: March 2–3, 2023. 
Time: 8:00 a.m. to 8:00 p.m. 

Agenda: To review and evaluate grant 
applications. 

Place: Residence Inn Bethesda, 7335 
Wisconsin Avenue, Bethesda, MD 20814. 

Contact Person: Raj K. Krishnaraju, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 6190, 
MSC 7804, Bethesda, MD 20892, (301) 435– 
1047, kkrishna@csr.nih.gov. 

Name of Committee: Infectious Diseases 
and Immunology A Integrated Review Group; 
Molecular and Cellular Biology of Virus 
Infection Study Section. 

Date: March 2–3, 2023. 
Time: 8:00 a.m. to 7:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Embassy Suites at the Chevy Chase 

Pavilion, 4300 Military Road NW, 
Washington, DC 20015. 

Contact Person: Kenneth M. Izumi, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, MSC 7808, 
Bethesda, MD 20892, 301–496–6980, 
izumikm@csr.nih.gov. 

Name of Committee: Biology of 
Development and Aging Integrated Review 
Group; Advancing Therapeutics A Study 
Section. 

Date: March 2–3, 2023. 
Time: 8:00 a.m. to 7:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Hotel Monaco, 700 F Street NW, 

Washington, DC 20001. 
Contact Person: Maureen Shuh, Ph.D., 

Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Bethesda, MD 
20892, (301) 480–4097, maureen.shuh@
nih.gov. 

Name of Committee: Applied Immunology 
and Disease Control Integrated Review 
Group; Vaccines Against Infectious Diseases 
Study Section. 

Date: March 2–3, 2023. 
Time: 9:00 a.m. to 8:00 p.m. 
Agenda: To review and evaluate grant 

applications. 
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