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online). Once you search for your
invoice, select “Pay Now” to be
redirected to Pay.gov. Note that
electronic payment options are based on
the balance due. Payment by credit card
is available for balances that are less
than $25,000. If the balance exceeds this
amount, only the ACH option is
available. Payments should be made
using U.S bank accounts as well as U.S.
credit cards.

FDA has partnered with the U.S.
Department of the Treasury to use
Pay.gov, a web-based payment
application, for online electronic
payment. The Pay.gov feature is
available on the FDA website after the
user fee identification (ID) number is
generated.

If paying by paper check, the user fee
ID number should be included on the
check, followed by the words “Tropical
Disease Priority Review.” All paper
checks should be in U.S. currency from
a U.S. bank made payable and mailed
to: Food and Drug Administration, P.O.
Box 979107, St. Louis, MO 63197-9000.

If checks are sent by a courier that
requests a street address, the courier can
deliver the checks to: U.S. Bank,
Attention: Government Lockbox 979107,
1005 Convention Plaza, St. Louis, MO
63101. (Note: This U.S. Bank address is
for courier delivery only.) If you have
any questions concerning courier
delivery, contact the U.S. Bank at 314—
418-4013. (This telephone number is
only for questions about courier
delivery.) The FDA post office box
number (P.O. Box 979107) must be
written on the check. If needed, FDA’s
tax identification number is 53—
0196965.

If paying by wire transfer, please
reference your unique user fee ID
number when completing your transfer.
The originating financial institution
may charge a wire transfer fee. If the
financial institution charges a wire
transfer fee, it is required to add that
amount to the payment to ensure that
the invoice is paid in full. The account
information is as follows: U.S. Dept. of
the Treasury, TREAS NYC, 33 Liberty
St., New York, NY 10045, Account
Number: 75060099, Routing Number:
021030004, SWIFT: FRNYUS33.

V. Reference

The following reference is on display
with the Dockets Management Staff
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, Rm.
1061, Rockville, MD 20852, and is
available for viewing by interested
persons between 9 a.m. and 4 p.m.,
Monday through Friday; it is not
available electronically at https://
www.regulations.gov as this reference is

copyright protected. FDA has verified

the website address, as of the date this

document publishes in the Federal

Register, but websites are subject to

change over time.

1. Ridley, D.B., H.G. Grabowski, and J.L. Moe,
“Developing Drugs for Developing
Countries,” Health Affairs, vol. 25, no. 2,
pp. 313-324, 2006, available at: https://
www.healthaffairs.org/doi/full/10.1377/
hlthaff.25.2.313.

Dated: September 25, 2019.

Lowell J. Schiller,

Principal Associate Commissioner for Policy.

[FR Doc. 2019-21196 Filed 9-27-19; 8:45 am]

BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Meeting of the National Advisory
Council on Nurse Education and
Practice

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

ACTION: Notice.

SUMMARY: In accordance with the
Federal Advisory Committee Act, this
notice announces that the National
Advisory Council on Nurse Education
and Practice (NACNEP or Council) has
scheduled a public meeting. Information
about NACNEP, the agenda, and
materials for this meeting can be found
on the NACNEP website at https://
www.hrsa.gov/advisory-committees/
nursing/index.html.
DATES: November 5, 2019, 8:30 a.m.—
4:00 p.m. Eastern Time (ET) and
November 6, 2019, 8:30 a.m.—2:30 p.m.
ET.
ADDRESSES: This meeting will be held
by teleconference, and/or Adobe
Connect webinar.
e Webinar link: https://
hrsa.connectsolutions.com/nacnep/
e Conference call-in number: 1-888—
455-4141 Passcode: FACA Meeting
FOR FURTHER INFORMATION CONTACT:
Camillus Ezeike, Ph.D., JD, LLM, RN,
CHC, CPHRM, Senior Advisor Division
of Nursing and Public Health, Bureau of
Health Workforce, HRSA, 5600 Fishers
Lane, 11N-120, Rockville, Maryland
20857; 301-443-2866; or
BHWNACNEP®@hrsa.gov.
SUPPLEMENTARY INFORMATION: NACNEP
provides advice and recommendations
to the Secretary of HHS and the U.S.
Congress on policy issues related to the
activities carried out under Title VIII of

the Public Health Service (PHS) Act,
including the range of issues relating to
the nurse workforce, education, and
practice improvement. NACNEP also
prepares and submits an annual report
to the Secretary of HHS and Congress
describing its activities, including
NACNEP’s findings and
recommendations concerning activities
under Title VIII, as required by the PHS
Act.

During the November 5-6, 2019,
meeting, NACNEP will welcome new
members to the Council and discuss
strategic priorities for nursing education
and practice in preparation for the
development of the Council’s 17th
Report to Congress. Agenda items are
subject to change as priorities dictate.
Refer to the NACNEP website for
updated information concerning the
November 2019 NACNEP meeting.

Members of the public will have the
opportunity to provide comments.
Public participants may submit written
statements in advance of the scheduled
meeting. Oral comments will be
honored in the order they are requested
and may be limited as time allows.
Requests to submit a written statement
or make oral comments to NACNEP
should be sent to Camillus Ezeike using
the contact information above at least 3
business days before the meeting date.
Individuals who plan to attend and
need special assistance or another
reasonable accommodation should
notify Camillus Ezeike at the address
and phone number listed above at least
10 business days prior to the meeting.

Maria G. Button,

Executive Secretariat.

[FR Doc. 2019-21069 Filed 9-27-19; 8:45 am|
BILLING CODE 4165-15-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Committee on Vital and Health
Statistics: Meeting

Pursuant to the Federal Advisory
Committee Act, the Department of
Health and Human Services (HHS)
announces the following advisory
committee meeting.

Name: National Committee on Vital
and Health Statistics (NCVHS), Full
Committee Meeting.

Dates and Times:

Wednesday, November 13, 2019: 9:00

a.m.—5:30 p.m.

Thursday, November 14, 2019: 8:30

a.m.—3:00 p.m.

Place: Centers for Disease Control and
Prevention, National Center for Health
Statistics, 3311 Toledo Road,


https://www.healthaffairs.org/doi/full/10.1377/hlthaff.25.2.313
https://www.healthaffairs.org/doi/full/10.1377/hlthaff.25.2.313
https://www.healthaffairs.org/doi/full/10.1377/hlthaff.25.2.313
https://www.hrsa.gov/advisory-committees/nursing/index.html
https://www.hrsa.gov/advisory-committees/nursing/index.html
https://www.hrsa.gov/advisory-committees/nursing/index.html
https://hrsa.connectsolutions.com/nacnep/
https://hrsa.connectsolutions.com/nacnep/
https://www.regulations.gov
https://www.regulations.gov
mailto:BHWNACNEP@hrsa.gov
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Auditorium, Hyattsville, Maryland
20782.

Status: Open.

Purpose: At the November 13-14,
2019 meeting, the Committee will
deliberate draft recommendations for
the HHS Secretary, continue with
activities outlined in the NCVHS 2019
workplan, and hold discussions on
several health data policy topics.

Anticipated action items during this
meeting include a letter that outlines
recommendations to the Secretary
regarding preparations for
implementation of ICD-11 and
accompanying proposed research and
communication agendas developed by
the Committee.

The Subcommittee on Standards will
report on continued progress on the
elements of a Predictability Roadmap in
follow up to its July 2019 visioning
meeting and December 2018 hearing—
including continued focus on the
function and purpose of the Designated
Standards Maintenance Organizations
(DSMOs) in light of changes in the
health care standards environment and
the need for harmonization of
administrative and clinical standards.
The Subcommittee anticipates
continuing discussion and possible
activities in collaboration with the
Office of the National Coordinator for
Health Information and Technology
(ONC) regarding the opportunity for
burden reduction through convergence
of administrative and clinical data
standards using the prior authorization
transaction as a use-case.

The Subcommittee on Privacy,
Confidentiality and Security will lead a
discussion of the full Committee on
assessing priority areas for focus and
activity. The Subcommittee on
Population Health will lead discussion
on the Federal Data Strategy Year One
Action Plan. Finally, the Committee will
consider and discuss its workplan for
calendar year 2020 together with the
NCVHS Strategic Plan.

The times and topics are subject to
change. Please refer to the posted
agenda for any updates.

Contact Person For More Information:
Substantive program information may
be obtained from Rebecca Hines, MHS,
Executive Secretary, NCVHS, National
Center for Health Statistics, Centers for
Disease Control and Prevention, 3311
Toledo Road, Hyattsville, Maryland
20782, telephone (301) 458—4715.
Summaries of meetings and a roster of

Committee members are available on the
home page of the NCVHS website:
www.ncvhs.hhs.gov, where further
information including an agenda and
instructions to access the broadcast of
the meeting will also be posted.

Should you require reasonable
accommodation, please contact the CDC
Office of Equal Employment
Opportunity on (770) 488—3210 as soon
as possible.

Dated: September 24, 2019.
Sharon Arnold,

Associate Deputy Assistant Secretary for
Planning and Evaluation, Science and Data
Policy, Office of the Assistant Secretary for
Planning and Evaluation.

[FR Doc. 2019-21074 Filed 9-27-19; 8:45 am)]

BILLING CODE 4150-05-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

[Document Identifier: 0S-0945-0003]

Agency Information Collection
Request. 30-Day Public Comment
Request

AGENCY: 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 Information
Collection Request (ICR) must be
received on or before October 30, 2019.

ADDRESSES: Submit your comments to
OIRA_submission@omb.eop.gov or via
facsimile to (202) 395—-5806.

FOR FURTHER INFORMATION CONTACT:
Sherrette Funn, Sherrette. Funn@hhs.gov
or (202) 795-7714. When submitting
comments or requesting information,
please include the document identifier
0945-0003—-New-30D and project title
for reference.

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: HIPAA
Privacy, Security, and Breach
Notification Rules, and Supporting
Regulations Contained in 45 CFR parts
160 and 164.

Type of Collection: Extension.

OMB No. 0945-0003: Office for Civil
Rights (OCR)—Health Information
Privacy Division.

Abstract: Office for Civil Rights (OCR)
requests approval to extend this
existing, approved collection without
changing any collection requirements
while OCR obtains public comment
through a Notice of Proposed
Rulemaking (NPRM) proposing
modifications to the HIPAA Rules that
will affect the hourly burdens associated
with the Rules. This notice does,
however, make the following revisions
to estimates provided in the 60-day
public comment request, which do not
change the collection requirements: (1)
Lower the estimated number of
individuals who call an entity’s toll-free
number for information after being
affected by a breach requiring substitute
notice to reflect a more realistic estimate
of the proportion of individuals who
choose to call; and (2) correct an error
from the 2016 ICR notice that
underestimated the average number of
individuals affected per breach because
it relied on older breach data. This
notice also incorporates data from the
60-day public comment request which
recognizes for the first time the burdens
resulting from the pre-existing, ongoing
requirements for business associates to
report breaches of PHI to their covered
entities.

We did not receive public comment
on the 60-day public comment request
published on July 19, 2019. We expect
to receive robust public comment on
existing burdens associated with
compliance with the HIPAA Rules and
on changes in burden that could result
from the modifications proposed in the
NPRM. OCR will update this ICR to
reflect the input we receive.

Likely Respondents: HIPAA covered
entities, business associates,
individuals, and professional and trade
associations of covered entities and
business associates.


mailto:OIRA_submission@omb.eop.gov
mailto:Sherrette.Funn@hhs.gov
http://www.ncvhs.hhs.gov
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