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including each proposed extension of an
existing collection of information,
before submitting the collection to OMB
for approval. To comply with this
requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.

With respect to the following
collection of information, FDA invites
comments on these topics: (1) whether
the proposed collection of information
is necessary for the proper performance
of FDA’s functions, including whether
the information will have practical
utility; (2) the accuracy of FDA’s
estimate of the burden of the proposed
collection of information, including the
validity of the methodology and
assumptions used; (3) ways to enhance
the quality, utility, and clarity of the
information to be collected; and (4)
ways to minimize the burden of the
collection of information on
respondents, including through the use
of automated collection techniques,
when appropriate, and other forms of
information technology.

Collection of Conflict-of-Interest
Information for Participation in Food
and Drug Administration Non-
Employee Fellowship and Traineeship
Programs

OMB Control Number 0910-0882—
Extension

This information collection supports
Food and Drug Administration’s (FDA,
us, or we) non-employee fellowship and
traineeship programs. In compliance
with 44 U.S.C. 3507, FDA will submit
to the Office of Management and Budget
a request to review and approve a
collection of information: “Collection of
Conflict-of-Interest Information for
Participation in FDA Non-Employee
Fellowship and Traineeship Programs.”
Section 742 (b) of the Food, Drug and
Cosmetic Act (21 U.S.C. 3791(b)) allows
FDA to conduct and support intramural
training programs through non-
employee fellowship and traineeship
programs. This form provides the FDA
with information about financial
investments and relationships from non-
employee scientists who participate in
FDA fellowship and traineeship
programs. We developed Form FDA

4083 to collect information from
participants in FDA fellowship and
traineeship programs. The form requests
certain information about financial
interests and current relationships: (1)
description of the financial interest; (2)
the type of financial interest (e.g.,
stocks, bonds, stock options); (3) if the
financial interest is an employee benefit
from prior employment; (4) value of
financial interest; (5) who owns the
financial interest (e.g., self, spouse
minor children); (6) employment
relationship with an FDA significantly
regulated organization (SRO); (7) and
service as a consultant to an FDA SRO,
and/or proprietary interest(s) in one of
more product(s) regulated by FDA,
including patent, trademark, copyright,
or licensing agreement. The purpose of
the financial information is for FDA to
determine if there is a conflict-of-
interest between the Fellow’s or
Trainee’s financial and relationship
interests and their activities at FDA. The
collection of information is mandatory
to participate in FDA’s fellowship and
traineeship programs.

FDA estimates the burden of this
collection of information as follows:

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN 1

Number of Average
Activity Number of | oo nses per | T0tal annual burden per Total hours
respondents respondent responses response
Form FDA 4083—Report of Financial Interests and Other Relationships for Non-Employee Scientists at FDA
Oak Ridge Institute for Science and Education Fellowship 500 1 500 1 500
Traineeship Program .........ccccccciiiiiiinniinnie e 500 1 500 1 500
TOUAD ettt ees | seeseesesesesentenees | seeseeesesenennennes | neeseeeesesenennenees | neeesesesenreneeeas 1,000

1There are no capital costs or operating and maintenance costs associated with this collection of information.

Our estimated burden for the
information collection reflects an
overall decrease of 50 hours and a
corresponding decrease of 50 responses.
Since the last OMB approval, the
Reagan-Udall Fellowship at FDA has
been terminated.

Dated: July 31, 2025.
Grace R. Graham

Deputy Commissioner for Policy, Legislation,
and International Affairs.
[FR Doc. 2025-14948 Filed 8—-6-25; 8:45 am]
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ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
announcing an opportunity for public
comment on the proposed collection of
certain information by the Agency.
Under the Paperwork Reduction Act of
1995 (PRA), Federal Agencies are
required to publish notice in the

Federal Register concerning each
proposed collection of information,
including each proposed extension of an
existing collection of information, and
to allow 60 days for public comment in
response to the notice. This notice
solicits comments on the generic
clearance for testing communications on
medical devices and radiation-emitting
products by FDA’s Center for Devices
and Radiological Health (CDRH). This
generic ICR facilitates CDRH’s efforts to
assess the need for communications on
specific topics and to assist in the
development and modification of
communication messages to promote
public health and compliance with
regulations.

DATES: Either electronic or written
comments on the collection of
information must be submitted by
October 6, 2025.
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ADDRESSES: You may submit comments
as follows. Please note that late,
untimely filed comments will not be
considered. The https://
www.regulations.gov electronic filing
system will accept comments until
11:59 p.m. Eastern Time at the end of
October 6, 2025. Comments received by
mail/hand delivery/courier (for written/
paper submissions) will be considered
timely if they are received on or before
that date.

Electronic Submissions

Submit electronic comments in the
following way:

e 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:

e 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.

e 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-2220 for “Agency Information
Collection Activities; Proposed
Collection; Comment Request; Testing
Communications On Medical Devices
and Radiation-Emitting Products.”
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.govinfo.gov/content/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:
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: Under the
PRA (44 U.S.C. 3501-3521), Federal
Agencies must obtain approval from the
Office of Management and Budget
(OMB) for each collection of
information they conduct or sponsor.
“Collection of information” is defined

in 44 U.S.C. 3502(3) and 5 CFR
1320.3(c) and includes Agency requests
or requirements that members of the
public submit reports, keep records, or
provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
Agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information,
including each proposed extension of an
existing collection of information,
before submitting the collection to OMB
for approval. To comply with this
requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.

With respect to the following
collection of information, FDA invites
comments on these topics: (1) whether
the proposed collection of information
is necessary for the proper performance
of FDA’s functions, including whether
the information will have practical
utility; (2) the accuracy of FDA’s
estimate of the burden of the proposed
collection of information, including the
validity of the methodology and
assumptions used; (3) ways to enhance
the quality, utility, and clarity of the
information to be collected; and (4)
ways to minimize the burden of the
collection of information on
respondents, including through the use
of automated collection techniques,
when appropriate, and other forms of
information technology.

Testing Communications on Medical
Devices and Radiation-Emitting
Products

OMB Control Number 0910-0678—
Extension

FDA is authorized by section
1003(d)(2)(D) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C.
393(d)(2)(D)) to conduct educational
and public information programs. FDA
must conduct needed research to ensure
that such programs have the highest
likelihood of being effective. Improving
communications by FDA’s Center for
Devices and Radiological Health (CDRH)
involves many research methods,
including individual in-depth
interviews, mall-intercept interviews,
focus groups, self-administered surveys,
gatekeeper reviews, and omnibus
telephone surveys.

The information collected will serve
three major purposes. First, as formative
research it will provide critical
knowledge needed about target
audiences to develop messages and
campaigns about product use.
Knowledge of consumer, caregiver, and
healthcare professional decision-making
processes will provide a better
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understanding of target audiences that
FDA needs to design effective
communication strategies, messages,
and labels.

Second, as initial testing, the
collected information will allow FDA to
assess the potential effectiveness of
messages and materials in reaching and
successfully communicating with
intended audiences. Testing messages
with a sample of the target audience
will allow FDA to refine messages while
still in the developmental stage.

Respondents will be asked to give their
reaction to the messages in either
individual or group settings.

Third, as evaluative research, the
collected information will allow FDA to
ascertain the effectiveness of the
messages and the distribution method in
achieving the objectives of the message
campaign. Evaluation of message
campaigns is a vital link in continuous
improvement of communications at
FDA.

FDA expects to conduct studies under
this generic information collection using
a variety of research methods. We
estimate that the burden to respondents
will average 16 minutes each (varying
from 5 minutes to 90 minutes). FDA
estimates the burden of this collection
of information based on prior
experience with the various types of
data collection methods described
earlier.

FDA estimates the burden of this
collection of information as follows:

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN 1

Number of Average
Activity rglsumber of | responses per | 10tal annual burden%er Total hours
pondents respondent responses response

Individual In-Depth INtErVIEWS ...........oociiiiiiiei e 420 1 420 0.75 (45 315
minutes)

General Public Focus Group INterviews ...........c.ccccevviiiiiiiiiciiniicccecccee 288 1 288 1.50 432

Intercept Interviews: Central Location ............ccccceviiiiiiiiiiiiiiiiccecces 200 1 200 0.25 (15 50
minutes

Intercept Interviews: TeIEPNONE ........cccooiiiiiiiiiiice e 4,000 1 4,000 0.08 (5 320
minutes)

Self-AdMINIStEred SUIVEYS .......cooiiiiiiiiiiiieeee e 2,400 1 2,400 0.25 (15 600
minutes)

Gatekeeper REVIEWS ..o 400 1 400 0.50 (30 200
minutes)

OMNIDUS SUIVEYS ...ttt bbbt b e e nenne s 1,200 1 1,200 0.17 (10 204
minutes)

TOTAL (General PUDIIC) ......cooucieiiiiiieiicieeeee e 8,908 | .ot | e | e 2,121

Healthcare Professional Individual In-Depth Interviews ...........ccccoeeveieiienenenns 72 1 72 0.75 (45 54
minutes)

Healthcare Professional Focus Group INterviews .............ccococeiiiieicniiicicneee 144 1 144 1.50 216

TOTAL (Healthcare Professionals) ............cccoeeevirineneincneieneceseee 216 | o | e | s 270

TOTAL (OVerall) ..cocvieiiiiiiiciiiiice e 9,124 | e | e | e 2,391

1There are no capital costs or operating and maintenance costs associated with this collection of information.

Based on a review of the information
collection since our last request for
OMB approval, we have made no
adjustments to our burden estimate.

Dated: July 31, 2025.

Grace R. Graham,

Deputy Commissioner for Policy, Legislation,
and International Affairs.

[FR Doc. 2025-14946 Filed 8-6-25; 8:45 am]|
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Health Center Program Performance
Period Extensions

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

ACTION: Notice of the extension of the
standard performance period for health
center grantees from 3 to 4 years and

request for information from current
recipients.

SUMMARY: HRSA is extending health
center grantees’ performance periods to
a total of 4 years. The change from a 3-
year performance period to a 4-year
performance period will provide current
health centers additional time to serve
their service area before they apply for
a new award and will provide a funding
amount consistent with what would
have been made available through the
Service Area Competition (SAC). The
extended performance period supports
HRSA’s commitment to continuity in
access to comprehensive primary care
and will not impact HRSA’s ability to
ensure that health centers comply with
Health Center Program requirements.
This update will not change the
statutory requirement that health
centers that fail to comply with Health
Center Program requirements will
receive a 1-year performance period if a
new project period is awarded.

FOR FURTHER INFORMATION CONTACT: Matt
Kozar, Division Director, Office of
Program and Policy Development,
Bureau of Primary Care, HRSA, at

mkozar@hrsa.gov and 301-443-1034.

SUPPLEMENTARY INFORMATION: The 194
health center awardees, as listed in the
table below, will receive a 1-year
Extension with Funds for a total 4-year
performance period.

e Amount of Award(s): 192 non-
competitive awards for approximately
$828 million.

e Project Period: January 1, 2023, to
December 31, 2026; February 1, 2023, to
January 31, 2027.

e Assistance Listing Number: 93.224.

o Award Instrument: Grant—Non-
competing Continuation.

e Authority: Section 330 of the Public

Health Service Act, as amended (42
U.S.C. 254b, as amended).


mailto:mkozar@hrsa.gov
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