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Federal Reserve Board Clearance
Officer—Nuha Elmaghrabi—Office of
the Chief Data Officer, Board of
Governors of the Federal Reserve
System, Washington, DC 20551 (202)
452-3829. Telecommunications Device
for the Deaf (TDD) users may contact
(202) 263—4869, Board of Governors of
the Federal Reserve System,
Washington, DC, 20551.

SUPPLEMENTARY INFORMATION: On June
15, 1984, the Office of Management and
Budget (OMB) delegated to the Board
authority under the Paperwork
Reduction Act (PRA) to approve of and
assign OMB control numbers to
collection of information requests and
requirements conducted or sponsored
by the Board. In exercising this
delegated authority, the Board is
directed to take every reasonable step to
solicit comment. In determining
whether to approve a collection of
information, the Board will consider all
comments received from the public and
other agencies.

Request for Comment on Information
Collection Proposal

The Board invites public comment on
the following information collection,
which is being reviewed under
authority delegated by the OMB under
the PRA. Comments are invited on the
following:

a. Whether the proposed collection of
information is necessary for the proper
performance of the Federal Reserve’s
functions; including whether the
information has practical utility;

b. The accuracy of the Federal
Reserve’s estimate of the burden of the
proposed information collection,
including the validity of the
methodology and assumptions used;

c. Ways to enhance the quality,
utility, and clarity of the information to
be collected;

d. Ways to minimize the burden of
information collection on respondents,
including through the use of automated
collection techniques or other forms of
information technology; and

e. Estimates of capital or startup costs
and costs of operation, maintenance,
and purchase of services to provide
information.

At the end of the comment period, the
comments and recommendations
received will be analyzed to determine
the extent to which the Federal Reserve
should modify the proposal prior to
giving final approval.

Proposal To Approve Under OMB
Delegated Authority the Extension for
Three Years, With Revision, of the
Following Report

Report title: Recordkeeping and
Disclosure Requirements Associated
with Consumer Financial Protection
Bureau’s (CFPB) Regulation M
(Consumer Leasing).

Agency form number: FR M.

OMB control number: 7100-0202.

Frequency: Disclosures, 461 times per
year; and Advertising, quarterly.

Respondents: State member banks
with assets of $10 billion or less that are
not affiliated with an insured depository
institution with assets over $10 billion
(irrespective of the consolidated assets
of any holding company); non-
depository affiliates of such state
member banks; and non-depository
affiliates of bank holding companies
that are not affiliated with an insured
depository institution with assets over
$10 billion.

Estimated number of respondents: 5.

Estimated average hours per response:

Disclosures, 6.5 minutes; and
advertising, 25 minutes.

Estimated annual burden hours:
Disclosures, 250 hours; and advertising,
8 hours.

General description of report: The
CLA and Regulation M require lessors
uniformly to disclose to consumers the
costs, liabilities, and terms of consumer
lease transactions. Disclosures are
provided to consumers before they enter
into lease transactions and in
advertisements that state the availability
of consumer leases on particular terms.
The regulation generally applies to
consumer leases of personal property in
which the contractual obligation does
not exceed $50,000, adjusted annually
for inflation, and has a term of more
than four months.? The CLA does not
provide exemptions for small entities.

Proposed revisions: The Board
proposes to revise the methodology for
estimating burden for disclosures to
provide additional clarity and
transparency into the calculation.
Specifically, the Board proposes to
estimate disclosure burden using the
estimated average number of lease
contracts each Board-supervised
institution initiates annually, assuming
it takes approximately 6.5 minutes to
populate and provide each disclosure.

Legal authorization and
confidentiality: The Board’s Legal
Division has determined that sections
105(a) and 187 of TILA (15 U.S.C.
1604(a) and 1667f respectively,
authorize the CFPB to issue regulations

1For 2018, the Regulation M threshold is $55,800.

to carry out the provisions of the CLA.
The CFPB’s Regulation M, 12 CFR part
1013, implements these statutory
provisions. An institution’s
recordkeeping and disclosure
obligations under Regulation M are
mandatory. Because the Board does not
collect any information pursuant to the
CFPB’s Regulation M, no issue of
confidentiality normally arises. In the
event the Board were to retain
information regarding consumer leases
during the course of an examination, the
information regarding the consumer and
the lease would be kept confidential
pursuant to section (b)(8) of the
Freedom of Information Act (5 U.S.C.
522 (b)(8)).

Board of Governors of the Federal Reserve
System, April 2, 2018.
Ann Misback,
Secretary of the Board.
[FR Doc. 2018-06947 Filed 4—4—18; 8:45 am]
BILLING CODE 6210-01-P

FEDERAL RESERVE SYSTEM

Proposed Agency Information
Collection Activities; Comment
Request

AGENCY: Board of Governors of the
Federal Reserve System.

ACTION: Notice, request for comment.

SUMMARY: The Board of Governors of the
Federal Reserve System (Board) invites
comment on a proposal to extend for
three years, without revision, the
voluntary Federal Reserve Clearance for
Board Public website Usability Surveys
(FR 3076, OMB No. 7100-0366). On
June 15, 1984, the Office of Management
and Budget (OMB) delegated to the
Board authority under the Paperwork
Reduction Act (PRA) to approve of and
assign OMB control numbers to
collection of information requests and
requirements conducted or sponsored
by the Board. In exercising this
delegated authority, the Board is
directed to take every reasonable step to
solicit comment. In determining
whether to approve a collection of
information, the Board will consider all
comments received from the public and
other agencies.

DATES: Comments must be submitted on
or before June 4, 2018.

ADDRESSES: You may submit comments,
identified by FR 3076, by any of the
following methods:

e Agency website: http://
www.federalreserve.gov. Follow the
instructions for submitting comments at
http://www.federalreserve.gov/apps/
foia/proposedregs.aspx.


http://www.federalreserve.gov/apps/foia/proposedregs.aspx
http://www.federalreserve.gov/apps/foia/proposedregs.aspx
http://www.federalreserve.gov
http://www.federalreserve.gov
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e Email: regs.comments@
federalreserve.gov. Include OMB
number in the subject line of the
message.

e Fax:(202) 452-3819 or (202) 452—
3102.

e Mail: Ann E. Misback, Secretary,
Board of Governors of the Federal
Reserve System, 20th Street and
Constitution Avenue NW, Washington,
DC 20551.

All public comments are available
from the Board’s website at http://
www.federalreserve.gov/apps/foia/
proposedregs.aspx as submitted, unless
modified for technical reasons.
Accordingly, your comments will not be
edited to remove any identifying or
contact information. Public comments
may also be viewed electronically or in
paper form in Room 3515, 1801 K Street
(between 18th and 19th Streets NW)
Washington, DC 20006 between 9:00
a.m. and 5:00 p.m. on weekdays. For
security reasons, the Board requires that
visitors make an appointment to inspect
comments. You may do so by calling
(202) 452-3684. Upon arrival, visitors
will be required to present valid
government-issued photo identification
and to submit to security screening in
order to inspect and photocopy
comments.

Additionally, commenters may send a
copy of their comments to the OMB
Desk Officer—Shagufta Ahmed—Office
of Information and Regulatory Affairs,
Office of Management and Budget, New
Executive Office Building, Room 10235,
725 17th Street NW, Washington, DC
20503 or by fax to (202) 395-6974.

FOR FURTHER INFORMATION CONTACT: A
copy of the PRA OMB submission,
including the proposed reporting form
and instructions, supporting statement,
and other documentation will be placed
into OMB’s public docket files, once
approved. These documents will also be
made available on the Federal Reserve
Board’s public website at: http://www.
federalreserve.gov/apps/reportforms/
review.aspx or may be requested from
the agency clearance officer, whose
name appears below.

Federal Reserve Board Clearance
Officer—Nuha Elmaghrabi—Office of
the Chief Data Officer, Board of
Governors of the Federal Reserve
System, Washington, DC 20551 (202)
452-3829. Telecommunications Device
for the Deaf (TDD) users may contact
(202) 263-4869, Board of Governors of
the Federal Reserve System,
Washington, DC 20551.

SUPPLEMENTARY INFORMATION:

Request for Comment on Information
Collection Proposal

The Board invites public comment on
the following information collection,
which is being reviewed under
authority delegated by the OMB under
the PRA. Comments are invited on the
following:

a. Whether the proposed collection of
information is necessary for the proper
performance of the Federal Reserve’s
functions; including whether the
information has practical utility;

b. The accuracy of the Federal
Reserve’s estimate of the burden of the
proposed information collection,
including the validity of the
methodology and assumptions used;

c. Ways to enhance the quality,
utility, and clarity of the information to
be collected;

d. Ways to minimize the burden of
information collection on respondents,
including through the use of automated
collection techniques or other forms of
information technology; and

e. Estimates of capital or startup costs
and costs of operation, maintenance,
and purchase of services to provide
information.

At the end of the comment period, the
comments and recommendations
received will be analyzed to determine
the extent to which the Federal Reserve
should modify the proposal prior to
giving final approval.

Proposal To Approve Under OMB
Delegated Authority the Extension for
Three Years, Without Revision, of the
Following Report

Report title: Federal Reserve
Clearance for Board Public website
Usability Surveys.

Agency form number: FR 3076.

OMB control number: 7100-0366.

Frequency: As needed.

Respondents: Individuals.

Estimated number of respondents:
Surveys: 100, Focus Groups: 20.

Estimated average hours per response:

Surveys: 0.25, Focus Groups: 1.5.
Estimated annual burden hours: 420.
General description of report: The FR

3076 is used to gather qualitative and

quantitative information directly from

users or potential users of the Board’s
website such as Congress, other
government agencies, the public,
economic educators, economists,
financial institutions, financial literacy
groups, and community development
groups and more. Participation is
voluntary.

The FR 3076 may seek information
from users or potential users of various
Board web pages, including press
releases, data releases and downloads,

reports, supervision manuals,
brochures, new web pages, audio, video,
and use of social media. Information
gathered may also include general input
on users’ interests and needs, feedback
on website navigation and layout,
distribution channels, or other factors
which may affect the ability of users to
locate and access content online.

Qualitative surveys conducted using
the FR 3076 would include data
gathering methods such as focus groups
and individual interviews. Quantitative
surveys conducted using the FR 3076
would include surveys conducted
online or via mobile device, by phone
or by mail, emails, or a combination of
these methods. The Board may contract
with an outside vendor to conduct focus
groups, interviews, or surveys, or the
Board may collect the data directly. As
the Board’s public website continues to
evolve, the Board may seek input from
users or potential users of Board’s
public website on questions such as the
following:

¢ Did you find the content and layout
relevant and of value?

e How did you find the content you
were looking for?

e Was the navigation useful?

e How did you learn about the
content?

e How did you access the content?
(e.g.: paper copy distributed at an event,
online, or mobile device). If online or
through a mobile device, was the
document printed, viewed on a tablet,
or on a computer screen?

¢ What suggestions do you have for
improving the format and appearance of
online presentation? (e.g.: readability—
font size, charts, and graphs;
organization of information; and
navigating—indexing, search tools, and
links)

e What other information would be of
value to enhance the online tool or
information?

Legal authorization and
confidentiality: The Board uses its
website and social media to
communicate important information to
the public about a variety of different
issues. The Board is required to provide
certain information on its website. For
example, under section 2B of the
Federal Reserve Act the Board is
required to provide certain reports,
audits, and other information that “the
Board reasonably believes is necessary
or helpful to the public in
understanding the accounting, financial
reporting, and internal controls of the
Board and the Federal reserve banks.”
12 U.S.C. 225b(c). In addition, the Board
uses its website to provide the public
with information about a variety of
other matters, including information


http://www.federalreserve.gov/apps/reportforms/review.aspx
http://www.federalreserve.gov/apps/reportforms/review.aspx
http://www.federalreserve.gov/apps/reportforms/review.aspx
http://www.federalreserve.gov/apps/foia/proposedregs.aspx
http://www.federalreserve.gov/apps/foia/proposedregs.aspx
http://www.federalreserve.gov/apps/foia/proposedregs.aspx
mailto:regs.comments@federalreserve.gov
mailto:regs.comments@federalreserve.gov
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about the Board, its actions, and the
economy. The responses to the FR 3076
help the Board determine how to most
effectively communicate this
information to the public in order to
fulfill its statutory responsibilities. The
FR 3076 is voluntary. The information
collected by the FR 3076 is not
considered to be confidential.

Board of Governors of the Federal Reserve
System, April 2, 2018.
Ann Misback,
Secretary of the Board.
[FR Doc. 2018-06948 Filed 4-4—18; 8:45 am]
BILLING CODE 6210-01-P

Nominations, 441 G Street NW,
Washington, DC 20548.
FOR FURTHER INFORMATION CONTACT:
Rashmi Agarwal at (202) 512—4077 or
agarwalr@gao.gov if you do not receive
an acknowledgement or need additional
information. For general information,
contact GAO’s Office of Public Affairs,
(202) 512-4800.

Authority: [Sec. 6301 and Sec. 10602, Pub.
L. 111-148].

Gene L. Dodaro,

Comptroller General of the United States.
[FR Doc. 2018-06999 Filed 4-4-18; 8:45 am]
BILLING CODE 1610-02-P

GOVERNMENT ACCOUNTABILITY
OFFICE

Request for Nominations for Board of
Governors of the Patient-Centered
Outcomes Research Institute (PCORI)

AGENCY: Government Accountability
Office (GAO).

ACTION: Request for letters of
nomination and resumes.

SUMMARY: The Patient Protection and
Affordable Care Act gave the
Comptroller General of the United
States responsibility for appointing 19
members to the Board of Governors of
the Patient-Centered Outcomes Research
Institute. In addition, the Directors of
the Agency for Healthcare Research and
Quality and the National Institutes of
Health, or their designees, are members
of the Board. As the result of terms
ending in September 2018, GAO is
accepting nominations in the following
categories required in statute: A
physician, a nurse, a representative of
patients and health care consumers, a
representative of private payers, a
representative of a state or a federal
health program or agency, and a
representative of pharmaceutical,
device, or diagnostic manufacturers or
developers. Nominations should be sent
to the email or mailing address listed
below. Acknowledgement of
submissions will be provided within a
week of submission.

DATES: Letters of nomination and
resumes should be submitted no later
than May 4, 2018, to ensure adequate
opportunity for review and
consideration of nominees prior to
appointment.

ADDRESSES: Submit letters of
nomination and resumes by either of the
following methods: Email: PCORI@
gao.gov. Include PCORI Nominations in
the subject line of the message, or Mail:
U.S. GAO, Attn: PCORI Board

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2002—-D-0093]

Liposome Drug Products: Chemistry,
Manufacturing, and Controls; Human
Pharmacokinetics and Bioavailability;
and Labeling Documentation;
Guidance for Industry; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of availability.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
announcing the availability of a
guidance for industry entitled
“Liposome Drug Products: Chemistry,
Manufacturing, and Controls; Human
Pharmacokinetics and Bioavailability;
and Labeling Documentation.” This
guidance document finalizes the revised
draft of the same name that published
on October 30, 2015. This guidance
provides recommendations to
applicants on the chemistry,
manufacturing, and controls (CMC);
pharmacokinetics and bioavailability;
and labeling documentation for
liposome drug products submitted in
new drug applications (NDAs) and
abbreviated new drug applications
(ANDAs), reviewed by the Center for
Drug Evaluation and Research (CDER).

DATES: The announcement of the
guidance is published in the Federal
Register on April 5, 2018.
ADDRESSES: You may submit either
electronic or written comments on
Agency guidances at any time 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.
¢ 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—
2002-D—0093 (formerly 2002D-0337)
for “Liposome Drug Products:
Chemistry, Manufacturing, and
Controls; Human Pharmacokinetics and
Bioavailability; and Labeling
Documentation.” Received comments
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.

¢ 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


https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
mailto:agarwalr@gao.gov
mailto:PCORI@gao.gov
mailto:PCORI@gao.gov
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