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To obtain copies of a supporting
statement and any related forms for the
proposed collection(s) summarized in
this notice, you may make your request
using one of following:

1. Access CMS’ website address at
website address at https://www.cms.gov/
Regulations-and-Guidance/Legislation/
PaperworkReductionActof1995/PRA-
Listing.html.

2. Call the Reports Clearance Office at
(410) 786-1326.

FOR FURTHER INFORMATION CONTACT:
William N. Parham at (410) 786—4669.
SUPPLEMENTARY INFORMATION:

Contents

This notice sets out a summary of the
use and burden associated with the
following information collections. More
detailed information can be found in
each collection’s supporting statement
and associated materials (see
ADDRESSES).

CMS-10390 Hospice Quality
Reporting Program

Under the PRA (44 U.S.C. 3501—
3520), federal agencies must obtain
approval from the Office of Management
and Budget (OMB) for each collection of
information they conduct or sponsor.
The term “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
requires federal agencies to publish a
60-day notice in the Federal Register
concerning each proposed collection of
information, including each proposed
extension or reinstatement of an existing
collection of information, before
submitting the collection to OMB for
approval. To comply with this
requirement, CMS is publishing this
notice.

Information Collection

1. Type of Information Collection
Request: Revision of a currently
approved collection without change;
Title of Information Collection: Hospice
Quality Reporting Program; Use: The
Hospice Item Set (HIS) is a
standardized, patient-level data
collection tool developed specifically
for use by hospices. It is currently used
for the collection of quality measure
data pertaining to the Hospice Quality
Reporting Program (HQRP). Since April
1, 2017, hospices have been using the
HIS V2.00.0 which specifies the
collection of data items that support
eight National Quality Forum (NQF)
endorsed Quality Measures (QMs) and
an additional measure pair for hospice.

All Medicare-certified hospice providers
are required to submit HIS admission
and discharge records to CMS for each
patient admission and discharge. The
HIS contains data elements that are used
by the CMS to calculate these measures
and also allows CMS to collect quality
data from hospices in compliance with
Section 3004 of the Affordable Care Act.
The information collection request was
revised to remove Section O of the HIS
discharge assessment now that we
proposed to replace it with the claims-
based Hospice Visits in the Last Days of
Life quality measure. Form Number:
CMS-10390 (OMB control number:
0938-1153); Frequency: On Occasion;
Affected Public: State, Local, or Tribal
Governments, Private Sector (not-for-
profit institutions); individuals or
households; Number of Respondents:
4,688; Total Annual Responses:
1,328,417; Total Annual Hours: 636,312.
(For policy questions regarding this
collection contact Cindy Massuda at
(410) 786—-0652.)

Dated: August 10, 2020.
William N. Parham, III,
Director, Paperwork Reduction Staff, Office
of Strategic Operations and Regulatory
Affairs.
[FR Doc. 2020-17738 Filed 8—-12—-20; 8:45 am]
BILLING CODE 4120-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Submission for OMB Review; Youth
Empowerment Information, Data
Collection, and Exploration on
Avoidance of Sex (IDEAS) (New
Collection)

AGENCY: Office of Planning, Research,
and Evaluation, Administration for
Children and Families, HHS.

ACTION: Request for public comment.

SUMMARY: The Office of Planning,
Research, and Evaluation (OPRE),
Administration for Children and
Families (ACF), U.S. Department of
Health and Human Services (HHS),
proposes survey data collection
activities as part of the Youth
Empowerment IDEAS study.

DATES: Comments due within 30 days of
publication. OMB is required to make a
decision concerning the collection of
information between 30 and 60 days
after publication of this document in the
Federal Register. Therefore, a comment
is best assured of having its full effect

if OMB receives it within 30 days of
publication.

ADDRESSES: Written comments and
recommendations for the proposed
information collection should be sent
directly to the following:

Office of Management and Budget,
Paperwork Reduction Project, Email:
OIRA_SUBMISSION@OMB.EOP.GOV,
Attn: Desk Officer for the
Administration for Children and
Families.

Copies of the proposed collection may
be obtained by emailing
OPREinfocollection@acf.hhs.gov.
Alternatively, copies can also be
obtained by writing to the
Administration for Children and
Families, Office of Planning, Research
and Evaluation, 330 C Street SW,
Washington, DC 20201, Attn: OPRE
Reports Clearance Officer. All requests,
emailed or written, should be identified
by the title of the information collection.

SUPPLEMENTARY INFORMATION:

Description: OPRE/ACF/HHS
proposes data collection activities as
part of the Youth Empowerment IDEAS
study. The goal of this project is to
collect descriptive data that will inform
educational topics and strategies for
adolescent pregnancy prevention and
youth health and well-being. The
project will identify messages and
themes that are most likely to resonate
with youth. The project will inform
hypotheses on how to increase the
effectiveness of sex education
approaches so that more youth avoid the
risks associated with teen sex and teen
pregnancy rates are reduced. To support
these efforts, we seek approval from the
Office of Management and Budget to
collect survey information from youth
and young adults ages 14-24 and of
parents of teens ages 14-18 using an
online panel that is based on a
probability-based sample of the U.S.
population. We propose the following
data collection instruments:

(1) Parent Survey: We will administer
this as a web survey. Information
collected through the Parent Survey will
be used to report on demographics, the
parent-child relationship, parents’
attitudes and beliefs about youth sex
education and sexual behaviors, and
parental knowledge about youth sexual
risk-taking.

(2) Youth Survey: We will administer
a web survey in two parts to youth ages
14-18. Information collected on Part I of
the survey will be used to report on
demographics, the parent-child
relationship, future aspirations, and
attitudes and beliefs about youth sexual
behavior. Information collected on Part
II of the survey will include knowledge
about sexual risk, experience with sex
education, and sexual risk behaviors.
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(3) Young Adult Survey: We will
administer this to young adults ages 19—
24 as a web survey. Topics align with
the youth survey, but with slight

wording changes to reflect the older

population.

Respondents: The survey respondents

are from an online panel of a

ANNUAL BURDEN ESTIMATES

probability-based sample of the U.S.
population of parents of youth ages 14—
18 and their youth ages 14-18 and of
young adults ages 19-24.

Number of
Number of
resupondents rerzr;or;i%serﬁ)ter Avg. burden Total Annual
Instrument (total over (to?al over per response burden burden
request request (in hours) (in hours) (in hours)
period) period)
(1) Parent SUIVEY ........ooieeiiiiiieeeeeeceee e 1,550 1 .333 516 172
(2) Part | Youth Survey .... 675 1 .333 225 75
(3) Part Il Youth Survey ... 590 1 .333 197 66
(4) Young Adult SUIVEY .......cocviiiiiiiieciiee e 775 1 .583 452 151

Estimated Total Annual Burden
Hours: 464.

(Authority: Sec. 510. [42 U.S.C. 710])
John M. Sweet,
ACF/OPRE Certifying Officer.

[FR Doc. 2020-17680 Filed 8—12—20; 8:45 am]
BILLING CODE 4184-83-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA—-2020-N-1550]

New Drugs Regulatory Program
Modernization: Implementation of the
Integrated Assessment of Marketing
Applications and Integrated Review
Documentation; Public Workshop;
Request for Comments

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of public workshop;
request for comments.

SUMMARY: The Food and Drug
Administration (FDA or the Agency) is
announcing the following public
workshop entitled “New Drugs
Regulatory Program Modernization:
Implementation of the Integrated
Assessment of Marketing Applications
and Integrated Review Documentation.”
The purpose of the public workshop is
to seek public comments/feedback on
the Integrated Review documentation
generated by the new Integrated
Assessment of marketing applications
for new drug products developed as part
of the New Drugs Regulatory Program
Modernization. The Agency hopes to
receive public feedback on how this
Integrated Review documentation can
continue supporting our stakeholders’
needs. Please see information and
examples relevant to the Integrated
Review at http://wcms-internet.fda.gov/

drugs/news-events-human-drugs/
integrated-assessment-marketing-
applications-workshop-10302020-
10302020.

DATES: The public workshop will be
held virtually and broadcast via webcast
only on October 30, 2020, from 9 a.m.
to 3 p.m. Registration to attend the
meeting and other information can be
found at http://wcms-internet.fda.gov/
drugs/news-events-human-drugs/
integrated-assessment-marketing-
applications-workshop-10302020-
10302020. The public meeting may be
extended or may end early depending
on the level of public participation.
Submit either electronic or written
comments on this public workshop by
December 30, 2020. See the
SUPPLEMENTARY INFORMATION section for
registration date and information.
ADDRESSES: You may submit comments
as follows. Please note that late,
untimely filed comments will not be
considered. Electronic comments must
be submitted on or before December 30,
2020. The https://www.regulations.gov
electronic filing system will accept
comments until 11:59 p.m. Eastern Time
at the end of December 30, 2020.
Comments received by mail/hand
delivery/courier (for written/paper
submissions) will be considered timely
if they are postmarked or the delivery
service acceptance receipt is 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—
2020-N-1550 for “New Drugs
Regulatory Program Modernization:
Implementation of the Integrated
Assessment of Marketing Applications
and Integrated Review Documentation.”
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.
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