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Administration on Disabilities (AoD)
within ACL collects data via the
National Information Reporting System
(NIRS) a web-based system developed
by the Association for University
Centers on Disabilities (AUCD). The
instrument guides the development of
items to be included in NIRS for
reporting purposes.

Comments in Response to the 60-Day
Federal Register Notice

A notice published in the Federal
Register Vol 87 FR 58354 on September

26, 2022. There were zero public
comments were received during the 60-
day FRN.

Estimated Program Burden: ACL
estimates the burden of this collection
of information as follows: Based on
UCEDD reporting experience, current
data and reporting efforts constitute
approximately 1,462 burden hours per
grantee for a total of 97,954 annual
burden hours.

UCEDDs also worked with the
technical assistance provider to
establish burden reporting estimates for

Centers for Disease Control (CDC) and
Public Health Workforce (PHWF)
reporting. It should be noted that not all
UCEDDs chose to accept CDC and
PHWEF funds. The CDC and PHWF
reporting totals 6,298 annual burden
hours. The overall estimated total
annual burden hours factoring in all
three reports is: 104,252.

Estimated Total Annual Burden
Hours: 104,252.

Responses
: L Number of Hours per Annual burden
Respondent/data collection activity per
respondents respondent response hours

UCEDD ANNUAl REPOIT .....eviiiiiiiieiie ettt sttt 67 1 1,462 97,954
UCEDD CDGC REPOM ....viiitieiieeiieesiee ettt ettt sttt sn e s ebeesnne e 67 1 76 5,092
UCEDD PHWEF REPOI ...ceiiiiieiieecie ettt ettt sttt 67 1 18 1,206
TOMAL ittt e ettt e te et e e beesateeseeenbeenseeateesnesntes | seeesseessseesseessiees | beesseeesseessreessaans | eesseesssessseeeneenns 104,252

Dated: January 26, 2023.
Alison Barkoff,
Acting Administrator and Assistant Secretary
for Aging.
[FR Doc. 2023—-02018 Filed 1-31-23; 8:45 am]|
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AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

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 March 3,
2023.

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 title
of this information collection is “Yale-
Mayo Clinic Centers of Excellence in
Regulatory Science and Innovation B12
Pediatric Device Survey.” Also include
the FDA docket number found in
brackets in the heading of this
document.

FOR FURTHER INFORMATION CONTACT:
JonnaLynn Capezzuto, Office of
Operations, Food and Drug
Administration, Three White Flint
North, 10A-12M, 11601 Landsdown St.,
North Bethesda, MD 20852, 301-796—
3794, 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.

Yale-Mayo Clinic Centers of Excellence
in Regulatory Science and Innovation
(CERSI) B12 Pediatric Device Survey

OMB Control Number 0910-NEW

Despite numerous legislative,
regulatory, and scientific efforts, there
has been little change in the number of
devices approved for use in pediatric
patients. This has often led to devices
being adapted for use in children
without an appropriate level of
evidence, exposing them to inconsistent
benefit risk profiles. This health
inequity highlights the need for devices
that are designed, evaluated, and
labelled for pediatric patients. To
address these challenges, this collection
is being done to survey industry and
other key stakeholders in the medical

device ecosystem to identify the barriers
that prevent product developers from
entering the pediatric device market as
well as the proper incentives that would
motivate them to innovate and sustain
within this market.

This survey is a followup to the
public meeting that FDA held in August
2018, entitled “Pediatric Medical Device
Development.” As mandated by section
502(d) of the FDA Reauthorization Act
of 2017 (Pub. L. 115-52), the meeting
was convened to address several topics,
including consideration of ways to: (1)
increase FDA assistance to medical
device manufacturers in developing
devices for pediatric populations that
are approved or cleared, and labeled, for
their use and (2) identify current
barriers to pediatric device development
and incentives to address such barriers.

Feedback from this meeting clarified
the need to better understand factors
influencing suboptimal engagement and
participation by diverse innovators in
the pediatric medical device space.
Information garnered from this survey
may help inform strategic plans to
optimize existing programs for the
needs of pediatric medical device
innovators and develop new programs
that will support sustained development
in this space.

In the Federal Register of September
23, 2022 (87 FR 58106), FDA published
a 60-day notice requesting public
comment on the proposed collection of
information. No comments were
received.

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


https://www.reginfo.gov/public/do/PRAMain
https://www.reginfo.gov/public/do/PRAMain
mailto:PRAStaff@fda.hhs.gov
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TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN *

Number of
L Number of Total annual Average burden
Activity responses per Total hours?
respondents respondent responses per response
Phone SUIVEY ......coeeiiiiiiceeecceeec e 17 1 17 | 0.5 (30 minutes) ..... 9
ONline SUMNVEY .....oviiiiiii 56 1 56 | 1 oo 56
TOMAL ettt nies | seeesireesneeneennees | aeesireesneesineesnenne | eeseesireennenneenies | eeeesereeseeee e e e 65

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

2Rounded to the nearest hour.

The targeted groups for this collection
of information include representatives
from the medical device industry,
academia, recipients of funding under
section 305 of the Pediatric Medical
Device Safety and Improvement Act of
2007 (Pub. L. 110-85; 42 U.S.C. 282
note), and trade organizations, medical
provider organizations, organizations
and individuals involved with financing
and reimbursement associated with
medical devices, pediatric healthcare
leaders, clinicians who regularly use
medical devices in caring for children,
and organizations and individuals
representing patients and consumers.

Phone survey: Respondents
participating in the phone survey will
be executives from companies either
producing products in pediatrics or
from companies that produce products
that could be used in pediatrics.
Executives will be invited to engage in
the 30-minute phone survey.

Online survey: The 1-hour online
survey will be administered to leaders
within pediatric companies and key
decision makers in the pediatric
medical device industry (e.g., venture
capitalists, banking investors, leaders in
children’s hospitals and research
networks, and pediatric patient
advocates).

Dated: January 26, 2023.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 2023-02057 Filed 1-31-23; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2023-N-0246]

Vaccines and Related Biological
Products Advisory Committee; Notice
of Meeting; Establishment of a Public
Docket; Request for Comments

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice; establishment of a
public docket; request for comments.

SUMMARY: The Food and Drug
Administration (FDA) announces a
forthcoming public advisory committee
meeting of the Vaccines and Related
Biological Products Advisory
Committee (VRBPAC). The general
function of the committee is to provide
advice and recommendations to FDA on
regulatory issues. The meeting will be
open to the public. FDA is establishing
a docket for public comment on this
document.

DATES: The meeting will be held
virtually on February 28, 2023, from
8:30 a.m. to 5:10 p.m. Eastern Time and
on March 1, 2023, from 9 a.m. to 3:50
p-m. Eastern Time.

ADDRESSES: Please note that due to the
impact of this COVID-19 pandemic, all
meeting participants will be joining this
advisory committee meeting via an
online teleconferencing platform. The
online web conference meeting will be
available at the following links: on
February 28, 2023, at: https://youtu.be/
ffmlIyeXNOfk; on March 1, 2023, at:
https://youtu.be/sPbrzgkny3w.

FDA is establishing a docket for
public comment on this meeting. The
docket number is FDA-2023—-N-0246.
The docket will close on February 27,
2023. Either electronic or written
comments on this public meeting must
be submitted by February 27, 2023.
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 February 27, 2023. Comments
received by mail/hand delivery/courier
(for written/paper submissions) will be
considered timely if they are received
on or before that date.

Comments received on or before
February 20, 2023, will be provided to
the committee. Comments received after
February 20, 2023, and by February 27,
2023, will be taken into consideration
by FDA. In the event that the meeting
is canceled, FDA will continue to
evaluate any relevant applications or
information, and consider any
comments submitted to the docket, as
appropriate.

You may submit comments as
follows:

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.

e 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.

¢ 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—
2023-N-0246 for ‘“Vaccines and Related
Biological Products Advisory
Committee (VRBPAC); Notice of
Meeting; Establishment of a Public


https://www.regulations.gov
https://youtu.be/ffmIyeXNOfk
https://youtu.be/ffmIyeXNOfk
https://youtu.be/sPbrzgkny3w
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
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