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21 CFR part; guidance; or FDA form Topic OMB control 
No. 

860, subpart D ............................................................................ De Novo classification process .................................................. 0910–0844 
‘‘Requests for Feedback and Meetings for Medical Device 

Submissions: The Q-Submission Program’’.
Q-submissions and Early Payor Feedback Request Programs 

for Medical Devices.
0910–0756 

820 .............................................................................................. Current Good Manufacturing Practice (CGMP); Quality Man-
agement Systems (QMSR) Regulation.

0910–0073 

‘‘Emergency Use Authorization of Medical Products and Re-
lated Authorities’’ and section 564 of the FD&C Act.

Emergency Use Authorization ................................................... 0910–0595 

Grace R. Graham, 
Deputy Commissioner for Policy, Legislation, 
and International Affairs. 
[FR Doc. 2026–07613 Filed 4–17–26; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Health Resources and Services 
Administration 

Agency Information Collection 
Activities: Submission to OMB for 
Review and Approval; Public Comment 
Request; Rural Health Network 
Development Planning Program 
Performance Improvement and 
Measurement System 

AGENCY: Health Resources and Services 
Administration (HRSA), Department of 
Health and Human Services. 
ACTION: Notice. 

SUMMARY: In compliance with the 
Paperwork Reduction Act of 1995, 
HRSA submitted an Information 
Collection Request (ICR) to the Office of 
Management and Budget (OMB) for 
review and approval. Comments 
submitted during the first public review 
of this ICR will be provided to OMB. 
OMB will accept further comments from 
the public during the review and 
approval period. OMB may act on 
HRSA’s ICR only after the 30-day 
comment period for this notice has 
closed. 

DATES: Comments on this ICR should be 
received no later than May 20, 2026. 
ADDRESSES: Written comments and 
recommendations for the proposed 
information collection should be sent 
within 30 days of publication of this 
notice to 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. 
FOR FURTHER INFORMATION CONTACT: To 
request a copy of the clearance requests 
submitted to OMB for review, email 
Samantha Miller, the HRSA Information 
Collection Clearance Officer, at 

paperwork@hrsa.gov or call (301) 443– 
3983. 
SUPPLEMENTARY INFORMATION: 

Information Collection Request Title: 
Rural Health Network Development 
Planning Program Performance 
Improvement and Measurement System, 
OMB No. 0915–0384—Revision. 

Abstract: HRSA administers the Rural 
Health Network Development Planning 
Program (Network Planning Program), 
which is authorized under 42 U.S.C. 
254c(f), 330A(f) of the Public Health 
Service Act. The purpose of the 
Network Planning Program is to 
promote the planning and development 
of integrated health care networks to 
address the following legislative aims: 
(1) achieve efficiencies; (2) expand 
access to, coordinate, and improve the 
quality of basic health care services and 
associated health outcomes; and (3) 
strengthen the rural health care system 
as a whole. The Network Planning 
Program supports 1 year of planning 
and brings together key parts of a rural 
health care delivery system, particularly 
those entities that may not have 
collaborated in the past, to establish 
and/or improve local capacity to 
strengthen rural community health 
interventions and enhance care 
coordination. HRSA currently collects 
information about the Network Planning 
Program grants using an OMB-approved 
set of performance measures and seeks 
to revise that approved collection. The 
proposed changes are a result of keeping 
this instrument relevant and responsive 
to the Network Planning Program’s 
needs and to improve clarity and ease 
of reporting for respondents. 

A 60-day notice published in the 
Federal Register on February 9, 2026, 
vol. 91, No. 26; pp. 5773–5774. There 
were no public comments. 

Need and Proposed Use of the 
Information: HRSA developed 
performance measures to provide data 
on the Network Planning Program and 
to enable HRSA to provide aggregate 
program data required under the 
Government Performance and Results 
Act of 1993. Data from this information 
collection will help support program 
compliance, inform rural needs, guide 
the delivery of technical assistance, and 

shape federal program decisions. The 
measures cover the principal topic areas 
of interest to HRSA, such as Capacity/ 
Organizational Information and 
Sustainability. All measures will 
evaluate HRSA’s progress toward 
achieving its Network Planning Program 
goals. 

The proposed collection will reduce 
the total number of measures from 24 to 
15. The following sections will be 
removed: Network Infrastructure, 
Network Collaboration, and Network 
Assessment. In the proposed collection, 
grantees instead complete two sections 
titled ‘‘Capacity/Organizational 
Information’’ and ‘‘Sustainability.’’ The 
‘‘Capacity/Organizational Information’’ 
section will include 10 measures, and 
HRSA will modify the current 
‘‘Sustainability’’ section by reducing the 
number of measures from 10 to 5 
measures. 

Although the proposed total number 
of measures has been reduced, there is 
a proposed increase in the estimated 
total burden hours compared to the 
previous ICR package. There are several 
contributing factors to the increase in 
estimated total burden. The increase in 
burden is to account for a new set of 
awardees who will be new to this data 
collection. The new set of awardees 
represent a group of organizations who 
are funded in the 1-year Network 
Planning Program. These organizations 
vary in data collection and reporting 
capacity as well as vary in the number 
of member organizations it must 
coordinate with to report this data to 
HRSA. The amount of time it takes to 
build processes to coordinate and 
collect data from network partners will 
vary. Larger networks with multiple 
partners across different organizations 
are expected to report higher burdens 
due to the wait time in between 
requests. Networks who already have 
established working relationships with 
its member organizations may already 
have existing processes in place to 
effectively collect data for this program. 

Likely Respondents: The respondents 
for these measures are Rural Health 
Network Development Planning 
Program award recipients. 
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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 

Rural Health Network Development Planning Program 
Performance Measures .................................................... 25 1 25 11.25 281.25 

Total .............................................................................. 25 1 25 11.25 281.25 

Maria G. Button, 
Director, Executive Secretariat. 
[FR Doc. 2026–07647 Filed 4–17–26; 8:45 am] 

BILLING CODE 4165–15–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

[Document Identifier: OS–0955–0019] 

Agency Information Collection 
Request; 60-Day Public Comment 
Request 

AGENCY: Office of the National 
Coordinator for Health IT, Office of the 
Secretary, HHS. 
ACTION: Notice. 

SUMMARY: In compliance with the 
requirement of the Paperwork 
Reduction Act of 1995, the Office of the 
Secretary (OS), Department of Health 
and Human Services, is publishing the 
following summary of a proposed 
collection for public comment. 
DATES: Comments on the ICR must be 
received on or before June 22, 2026. 
ADDRESSES: When commenting, please 
reference the document identifier/OMB 
control number OS–0955–0019 and title 
of collection, ‘‘National Survey of 
Health Information Exchange 
Organizations (HIO)’’. You may send 
your comments electronically to Wei 
Chang, wei.chang@hhs.gov. 
FOR FURTHER INFORMATION CONTACT: To 
obtain copies of supporting material for 
the proposed collection(s) summarized 
in this notice, please include the 
document identifier OS–0955–0019 and 
title of collection ‘‘National Survey of 
Health Information Exchange 
Organizations (HIO)’’ for reference, and 
address inquiries to Wei Chang, 
wei.chang@hhs.gov, or call 202–706– 
8913. 
SUPPLEMENTARY INFORMATION: Interested 
persons are invited to send comments 

regarding this burden estimate or any 
other aspect of this collection of 
information, including any of the 
following subjects: (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. 

Title of the Collection: National 
Survey of Health Information Exchange 
Organizations (HIO). 

Type of Collection: Revision of a 
previously approved collection. 

OMB No.: 0955–0019. 
Abstract: Electronic health 

information exchange (HIE) was one of 
three goals specified by Congress in the 
2009 Health Information Technology for 
Economic and Clinical Health (HITECH) 
Act to ensure that the $30 billion federal 
investment in certified electronic health 
records (EHRs) resulted in higher- 
quality, lower-cost care. Subsequent 
legislation and regulations have 
continued to prioritize the sharing of 
data electronically across EHRs and 
other health information systems. 
Within the Department of Health and 
Human Services, the Office of the 
National Coordinator for Health IT 
(hereafter ONC) is responsible for 
coordinating across the federal 
government, industry, and the health 
care community to achieve nationwide 
interoperability of electronic health 
information exchange. Health 
information exchange organizations 
(HIOs) play a pivotal role facilitating 
health information exchange across 
disparate providers, labs, pharmacies, 
public health departments, and others. 
This information collection request will 
gather data from HIOs across the nation 
through the administration of a survey 

of HIOs to generate the most current 
national statistics and associated 
actionable insights to inform policy 
efforts. The timely collection of national 
data from our survey will assess current 
capabilities of HIOs to support effective 
electronic information sharing within 
the U.S. health care system and further 
aims to achieve nationwide 
interoperability. 

Since prior to HITECH there has been 
ongoing assessment of trends in the 
capabilities of HIOs to support clinical 
exchange through nationwide surveys of 
HIOs. These prior surveys and studies 
have collected data on organizational 
structure, financial viability, geographic 
coverage, scope of services, 
implementation and use of standards, 
perceptions of information blocking, 
support for public health exchange, and 
participation in networks and the 
Technical Exchange Framework and 
Common Agreement (TEFCA). 
Continuing the ongoing data collection 
will be critical to construct a current 
and comprehensive picture of HIOs’ role 
in facilitating exchange and ensuring 
rapid access to important health care 
data and information when it matters 
most, including vital data to address 
public health emergencies. 

The survey will collect data on HIO 
capabilities to support electronic health 
information exchange, their maturity, 
and challenges they face. There are five 
key areas that require assessment: (1) 
adoption of technical standards; (2) 
perceptions related to information 
blocking; (3) network-to-network 
connectivity and TEFCA; (4) public 
health data exchange; and (5) 
organizational demographics, including 
technical capabilities offered by HIOs 
and the challenges they face in 
supporting electronic health 
information exchange. 

The survey is being revised 
(previously approved in 2022 and 2024; 
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