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transmit or otherwise disclose the
information. The total annual burden

hours estimated for this ICR are
summarized in the table below.

TOTAL ESTIMATED ANNUALIZED BURDEN HOURS

Average
Number of
Number of Total burden per Total burden
Form name respondents responses per responses response hours
respondent (in hours)
Nurse Faculty Loan Program—Program Specific Data
FOIM e e 90 1 90 8 720
Nurse Faculty Loan Program—Annual Performance Re-
port Financial Data FOrm .........ccccociiiiiiiiiieiee e 260 1 260 6 1,560
Total BUrden .......coooiiiiiiiieiee e 11 0 S 11 0 S 2,280

HRSA specifically requests comments
on (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.

Maria G. Button,

Director, Executive Secretariat.

[FR Doc. 2020-02408 Filed 2—-6—-20; 8:45 am]
BILLING CODE 4165-15-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary

Determination of Public Health
Emergency

AGENCY: Office of the Secretary,
Department of Health and Human
Services.

ACTION: Notice.

SUMMARY: The Secretary of Health and
Human Services (HHS) is issuing this
notice pursuant to section 564 of the
Federal Food, Drug, and Cosmetic
(FD&C) Act. On February 4, 2020, the
Secretary determined pursuant to his
authority under section 564 of the FD&C
Act that there is a public health
emergency that has a significant
potential to affect national security or
the health and security of United States
citizens living abroad and that involves
a novel (new) coronavirus (nCoV) first
detected in Wuhan City, Hubei
Province, China in 2019 (2019-nCoV).
On the basis of this determination, he
also declared that circumstances exist
justifying the authorization of
emergency use of in vitro diagnostics for
detection and/or diagnosis of this novel
coronavirus (2019-nCoV) pursuant to

section 564 of the FD&C Act, subject to
the terms of any authorization issued
under that section.

DATES: The determination and
declaration took effect February 4, 2020.

FOR FURTHER INFORMATION CONTACT:
Robert P. Kadlec, M.D., MTM&H, MS,
Assistant Secretary for Preparedness
and Response, Office of the Secretary,
Department of Health and Human
Services, 200 Independence Avenue
SW, Washington, DC 20201, Telephone
(202) 205-2882 (this is not a toll free
number).

SUPPLEMENTARY INFORMATION:
I. Background

Under Section 564 of the FD&C Act,
21 U.S.C. 360bbb-3, the Commissioner
of the Food and Drug Administration
(FDA), acting under delegated authority
from the Secretary of HHS, may issue an
Emergency Use Authorization (EUA)
authorizing (1) the emergency use of an
unapproved drug, an unapproved or
uncleared device, or an unlicensed
biological product; or (2) an unapproved
use of an approved drug, approved or
cleared device, or licensed biological
product. Before an EUA may be issued,
the Secretary of HHS must declare that
circumstances exist justifying the
authorization based on one of four
determinations: (1) A determination by
the Secretary of Homeland Security that
there is a domestic emergency, or a
significant potential for a domestic
emergency, involving a heightened risk
of attack with a, chemical, biological,
radiological, or nuclear (“CBRN”) agent
or agents; (2) the identification of a
material threat by the Secretary of
Homeland Security pursuant to section
319F-2 of the Public Health Service
(PHS) Act? sufficient to affect national
security or the health and security of
United States citizens living abroad; (3)
a determination by the Secretary of
Defense that there is a military

142 U.S.C. 247d-6b.

SAppx890

emergency, or a significant potential for
a military emergency, involving a
heightened risk to United States military
forces, including personnel operating
under the authority of title 10 or title 50,
of attack with (i) a biological, chemical,
radiological, or nuclear agent or agents;
or (ii) an agent or agents that may cause,
or are otherwise associated with, an
imminently life-threatening and specific
risk to United States military forces; or
(4) a determination by the Secretary that
there is a public health emergency, or a
significant potential for a public health
emergency, that affects, or has a
significant potential to affect, national
security or the health and security of
United States citizens living abroad, and
that involves a CBRN agent or agents, or
a disease or condition that may be
attributable to such agent or agents.2

Based on any of these four
determinations, the Secretary of HHS
may then declare that circumstances
exist that justify the EUA, at which
point the FDA Commissioner may issue
an EUA if the criteria for issuance of an
authorization under section 564 of the
FD&C Act are met.

The determination of a public health
emergency, and the declaration that
circumstances exist justifying
emergency use of in vitro diagnostics for
detection and/or diagnosis of the novel
coronavirus (2019-nCoV) by the
Secretary of HHS, as described below,
enable the FDA Commissioner to issue
EUAs for certain in vitro diagnostics for
emergency use under section 564 of the
FD&C Act. The Centers for Disease
Control and Prevention (CDC) requested
that the FDA issue an EUA for its in

2 As amended by the Pandemic and All-Hazards
Preparedness Reauthorization Act, Public Law 113-
5, the Secretary may make determination of a public
health emergency, or a significant potential for a
public health emergency, under section 564 of the
FD&G Act. The Secretary is no longer required to
make a determination of a public health emergency
in accordance with section 319 of the PHS Act, 42
U.S.C. 247d to support a determination or
declaration made under section 564 of the FD&C
Act.
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vitro diagnostic for detection of 2019-
nCoV to allow the Department to take
preparedness measures based on
information currently available about
2019-nCoV.

II. Determination by the Secretary of
Health and Human Services

On February 4, 2020, pursuant to
section 564 of the FD&C Act, I
determined that there is a public health
emergency that has a significant
potential to affect national security or
the health and security of United States
citizens living abroad and that involves
a novel (new) coronavirus (nCoV) first
detected in Wuhan City, Hubei
Province, China in 2019 (2019-nCoV).

III. Declaration of the Secretary of
Health and Human Services

Also on February 4, 2020, on the basis
of my determination of a public health
emergency that has a significant
potential to affect national security or
the health and security of United States
citizens living abroad and that involves
the novel (new) coronavirus (2019-
nCoV), I declared that circumstances
exist justifying the authorization of
emergency use of in vitro diagnostics for
detection and/or diagnosis of the novel
coronavirus (2019-nCoV) pursuant to
section 564 of the FD&C Act, subject to
the terms of any authorization issued
under that section.

Notice of any EUAs issued by the
FDA Commissioner pursuant to this
determination and declaration will be
provided promptly in the Federal
Register as required under section 564
of the FD&C Act.

Alex M. Azar II,

Secretary.

[FR Doc. 2020-02496 Filed 2-6-20; 8:45 am]
BILLING CODE 4150-28-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Cancer Institute; Amended
Notice of Meeting

Notice is hereby given of a change in
the meeting of the National Cancer
Institute Special Emphasis Panel, April
16, 4:00 p.m. to April 17, 2020, 5:00
p.m., Bethesda North Marriott Hotel &
Conference Hotel, 5701 Marinelli Road,
Rockville, MD, 20850 which was
published in the Federal Register on
January 30, 2020, 85 FR 5456.

This meeting notice is amended to
change the meeting dates and start and
end times. The meeting will now be
held on April 15, 2020, 3:00 p.m. to

April 16, 2020, 6:00 p.m. The meeting
is closed to the public.

Dated: February 3, 2020.
Melanie J. Pantoja,

Program Analyst, Office of Federal Advisory
Committee Policy.
[FR Doc. 2020-02402 Filed 2-6—20; 8:45 am]

BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of General Medical
Sciences; Notice of Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended, notice is hereby given of the
following meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute of
General Medical Sciences Special Emphasis
Panel; Review the U01 Diversity Program
Consortium—Dissemination and Translation
Award applications.

Date: March 25, 2020.

Time: 8:30 a.m. to 5:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: Embassy Suites—Chevy Chase
Pavilion, Conference Room Chevy Chase
Ballroom, 4300 Military Road NW,
Washington, DC 20015.

Contact Person: Rebecca H. Johnson, Ph.D.,
Scientific Review Officer, Office of Scientific
Review, National Institute of General Medical
Sciences, National Institutes of Health,
Natcher Building, Room 3AN18C, 45 Center
Drive, Bethesda, MD 20892, (301) 594-2771,
johnsonrh@nigms.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.375, Minority Biomedical
Research Support; 93.821, Cell Biology and
Biophysics Research; 93.859, Pharmacology,
Physiology, and Biological Chemistry
Research; 93.862, Genetics and
Developmental Biology Research; 93.88,
Minority Access to Research Careers; 93.96,
Special Minority Initiatives; 93.859,
Biomedical Research and Research Training,
National Institutes of Health, HHS)

SAppx891

Dated: February 3, 2020.
Miguelina Perez,
Program Analyst, Office of Federal Advisory
Committee Policy.
[FR Doc. 2020-02406 Filed 2—6-20; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Cancer Institute; Amended
Notice of Meeting

Notice is hereby given of a change in
the meeting of the National Cancer
Institute Special Emphasis Panel,
February 27, 2020, 11:00 a.m. to 3:00
p.m., National Cancer Institute, Shady
Grove, 9609 Medical Center Drive,
Room 7W108, Rockville, MD 20850
which was published in the Federal
Register on December 30, 2019, 84 FR
71964.

This meeting notice is amended to
change the meeting start time from
11:00 a.m. to 10:00 a.m. on February 27,
2020. The meeting is closed to the
public.

Dated: February 3, 2020.

Melanie J. Pantoja,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2020-02401 Filed 2—6—20; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; Amended
Notice of Meeting

Notice is hereby given of a change in
the meeting of the Cellular, Molecular
and Integrative Reproduction Study
Section, February 19, 2020, 8:00 a.m. to
February 20, 2020, 5:00 p.m. at the
Embassy Suites Alexandria Old Town,
1900 Diagonal Road, Alexandria, VA
22314, which was published in the
Federal Register on January 27, 2020, 85
FR 4672.

The Contact Person for this meeting
has been changed to Elaine Sierra-
Rivera, Ph.D., Scientific Review Officer,
Phone (301) 435-1053, email: riverase@
csr.nih.gov. The meeting date and time
remain the same. The meeting is closed
to the public.
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receive confirmation when they have
been accepted.

If you need special accommodations
due to a disability, please contact
Stephanie Choi (see FOR FURTHER
INFORMATION CONTACT) no later than
April 3, 2020.

Requests for Oral Presentations:
During online registration you may
indicate if you wish to present during a
public comment session for a specific
breakout session, and which topic(s)
you wish to address. We will do our
best to accommodate requests to make
public comments (and requests to
participate in the focused sessions).
Individuals and organizations with
common interests are urged to
consolidate or coordinate their
presentations, and request time for a
joint presentation, or submit requests for
designated representatives to participate
in the focused sessions. Following the
close of registration, we will determine
the amount of time allotted to each
presenter and the approximate time
each oral presentation is to begin, and
will select and notify participants by
April 10, 2020. All requests to make oral
presentations must be received by the
close of registration on April 3, 2020,
midnight Eastern Time. If selected for
presentation, any presentation materials
must be emailed to
GDUFARegulatoryScience@fda.hhs.gov
no later than April 24, 2020, midnight
Eastern Time. No commercial or
promotional material will be permitted
to be presented or distributed at the
public workshop.

Persons attending FDA’s workshops
are advised that FDA is not responsible
for providing access to electrical outlets.

Streaming Webcast of the Public
Workshop: This public workshop will
also be webcast. Please register online
by April 3, 2020, midnight Eastern Time
to attend the workshop remotely. Please
note that remote attendees will not be
able to speak or make presentations
during the public comment session or
during any other session of the
workshop. To join the main sessions of
the workshop via the webcast, please go
to https://collaboration.fda.gov/
gdrsipw2020/. Webcast information for
the four breakout sessions will be
provided separately via email upon
successful registration.

If you have never attended a Connect
Pro event before, test your connection at
https://collaboration.fda.gov/common/
help/en/support/meeting_test.htm. To
get a quick overview of the Connect Pro
program, visit https://www.adobe.com/
go/connectpro_overview. FDA has
verified the website addresses in this
document, as of the date this document

publishes in the Federal Register, but
websites are subject to change over time.
Transcripts: P{ease be advised that as
soon as a transcript of the public
workshop is available, it will be
accessible at https://
www.regulations.gov or at https://
www.fda.gov/gdufaregscience. It may be
viewed at the Dockets Management Staff
(see ADDRESSES). A link to the transcript
will also be available on the internet at
https://www.fda.gov/gdufaregscience.
Dated: March 4, 2020.
Lowell J. Schiller,
Principal Associate Commissioner for Policy.
[FR Doc. 2020-04866 Filed 3-9-20; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary

Emergency Use Declaration

AGENCY: Office of the Secretary,
Department of Health and Human
Services.

ACTION: Notice.

SUMMARY: The Secretary of Health and
Human Services (HHS) is issuing this
notice pursuant to section 564 of the
Federal Food, Drug, and Cosmetic
(FD&C) Act. On February 4, 2020, the
Secretary determined, pursuant to his
authority under section 564 of the FD&C
Act, that there is a public health
emergency that has a significant
potential to affect national security or
the health and security of United States
citizens living abroad and that involves
a novel (new) coronavirus (nCoV) first
detected in Wuhan City, Hubei
Province, China in 2019 (2019-nCoV).
The virus is now named SARS-CoV-2,
which causes the illness COVID-19.

On the basis of this determination, he
also declared that circumstances exist
justifying the authorization of
emergency use of personal respiratory
protective devices during the COVID-19
outbreak, pursuant to section 564 of the
FD&C Act, subject to the terms of any
authorization issued under that section.
DATES: The determination was effective
February 4, 2020, and this declaration is
effective March 2, 2020.

FOR FURTHER INFORMATION CONTACT:
Robert P. Kadlec, M.D., MTM&H, MS,
Assistant Secretary for Preparedness
and Response, Office of the Secretary,
Department of Health and Human
Services, 200 Independence Avenue
SW, Washington, DC 20201, Telephone
(202) 205-2882 (this is not a toll free
number).

SUPPLEMENTARY INFORMATION:

SAppx892

I. Background

Under Section 564 of the FD&C Act,
the Commissioner of the Food and Drug
Administration (FDA), acting under
delegated authority from the Secretary
of HHS, may issue an Emergency Use
Authorization (EUA), authorizing (1) the
emergency use of an unapproved drug,
an unapproved or uncleared device, or
an unlicensed biological product; or (2)
an unapproved use of an approved drug,
approved or cleared device, or licensed
biological product. Before an EUA may
be issued, the Secretary of HHS must
declare that circumstances exist
justifying the authorization based on
one of four determinations: (1) A
determination by the Secretary of
Homeland Security that there is a
domestic emergency, or a significant
potential for a domestic emergency,
involving a heightened risk of attack
with a, chemical, biological,
radiological, or nuclear (“CBRN”’) agent
or agents; (2) the identification of a
material threat by the Secretary of
Homeland Security, pursuant to section
319F-2 of the Public Health Service
(PHS) Act,? sufficient to affect national
security or the health and security of
United States citizens living abroad; (3)
a determination by the Secretary of
Defense that there is a military
emergency, or a significant potential for
a military emergency, involving a
heightened risk to United States military
forces, including personnel operating
under the authority of title 10 or title 50,
of attack with (i) a biological, chemical,
radiological, or nuclear agent or agents;
or (ii) an agent or agents that may cause,
or are otherwise associated with, an
imminently life-threatening and specific
risk to United States military forces; or
(4) a determination by the Secretary that
there is a public health emergency, or a
significant potential for a public health
emergency, that affects, or has a
significant potential to affect, national
security or the health and security of
United States citizens living abroad, and
that involves a CBRN agent or agents, or
a disease or condition that may be
attributable to such agent or agents.2

Based on any of these four
determinations, the Secretary of HHS
may then declare that circumstances

142 U.S.C. 247d-6b.

2 As amended by the Pandemic and All-Hazards
Preparedness Reauthorization Act, Public Law 113-
5, the Secretary may make determination of a public
health emergency, or a significant potential for a
public health emergency, under section 564 of the
FD&G Act. The Secretary is no longer required to
make a determination of a public health emergency
in accordance with section 319 of the PHS Act, 42
U.S.C. 247d to support a determination or
declaration made under section 564 of the FD&C
Act.
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exist that justify the EUA, at which
point the FDA Commissioner may issue
an EUA if the criteria for issuance of
such an authorization under section 564
of the FD&C Act are met.

The Centers for Disease Control and
Prevention (CDC), HHS, requested that
the FDA, HHS, issue an EUA for
personal respiratory protective devices
to allow the Department to take
preparedness measures, based on
information currently available about
the virus that causes COVID-19. The
determination of a public health
emergency, and the declaration that
circumstances exist justifying
emergency use of personal respiratory
protective devices by the Secretary of
HHS, as described below, enable the
FDA Commissioner to issue an EUA for
respiratory protective devices for
emergency use under section 564 of the
FD&C Act.

II. Determination by the Secretary of
Health and Human Services

On February 4, 2020, pursuant to
section 564 of the FD&C Act, I
determined that there is a public health
emergency that has a significant
potential to affect national security or
the health and security of United States
citizens living abroad and that involves
a novel (new) coronavirus (nCoV) first
detected in Wuhan City, Hubei
Province, China in 2019 (2019-nCoV).
The virus is now named SARS-CoV-2,
which causes the illness COVID-19.

III. Declaration of the Secretary of
Health and Human Services

On March 2, 2020, on the basis of my
determination of a public health
emergency that has a significant
potential to affect national security or
the health and security of United States
citizens living abroad and that involves
the novel (new) coronavirus, I declared
that circumstances exist justifying the
authorization of emergency use of
personal respiratory protective devices
during the COVID-19 outbreak,
pursuant to section 564 of the FD&C
Act, subject to the terms of any
authorization issued under that section.

Notice of the EUAs issued by the FDA
Commissioner pursuant to this
determination and declaration will be
provided promptly in the Federal
Register as required under section 564
of the FD&C Act.

Alex M. Azar II,

Secretary.

[FR Doc. 2020—04823 Filed 3-9-20; 8:45 am]
BILLING CODE P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Allergy and
Infectious Diseases; Notice of Closed
Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended, notice is hereby given of the
following meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute of
Allergy and Infectious Diseases Special
Emphasis Panel; Investigator Initiated
Extended Clinical Trial (R0O1 Clinical Trial
Required).

Date: March 24, 2020.

Time: 1:00 p.m. to 6:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institute of Allergy and
Infectious Diseases, National Institutes of
Health, 5601 Fishers Lane, Room 3G53A,
Rockville, MD 20892 (Telephone Conference
Call).

Contact Person: Julio C. Aliberti, Ph.D.,
Scientific Review Officer, Inmunology
Review Branch, Scientific Review Program,
Division of Extramural Activities, National
Institute of Allergy and Infectious Diseases,
National Institutes of Health, 5601 Fishers
Lane, Room 3G53A, Rockville, MD 20892—
9823, 301-761-7322, julio.aliberti@nih.gov.

(Catalogue of Federal Domestic Assistance

Program Nos. 93.855, Allergy, Immunology,

and Transplantation Research; 93.856,

Microbiology and Infectious Diseases

Research, National Institutes of Health, HHS)
Dated: March 4, 2020.

Tyeshia M. Roberson,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2020-04780 Filed 3-9-20; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Allergy and
Infectious Diseases; Notice of Closed
Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as

SAppx893

amended, notice is hereby given of the
following meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute of
Allergy and Infectious Diseases Special
Emphasis Panel; NIH Support for
Conferences and Scientific Meetings (Parent
R13 Clinical Trial Not Allowed).

Date: April 6-8, 2020.

Time: 8:00 a.m. to 1:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institute of Allergy and
Infectious Diseases, National Institutes of
Health, 5601 Fishers Lane, Room 3F21B,
Rockville, MD 20892 (Virtual Meeting).

Contact Person: Maryam Feili-Hariri,
Ph.D., Scientific Review Officer, Scientific
Review Program, Division of Extramural
Activities, National Institute of Allergy and
Infectious Diseases, National Institutes of
Health, 5601 Fishers Lane, Room 3F21B,
Bethesda, MD 20892-9834, (240) 669-5026,
haririmf@niaid.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.855, Allergy, Immunology,
and Transplantation Research; 93.856,
Microbiology and Infectious Diseases
Research, National Institutes of Health, HHS)

Dated: March 4, 2020.
Tyeshia M. Roberson,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2020-04782 Filed 3—9-20; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; Notice of
Closed Meetings

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended, notice is hereby given of the
following meetings.

The meetings will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
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delegated herein prior to the effective
date of this delegation.

Robert McGowan,

Chief of Staff, CDC.

[FR Doc. 2020-06471 Filed 3—-26—20; 8:45 am|
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Ryan White HIV/AIDS Treatment
Extension Act of 2009: Update to the
List of Potentially Life-Threatening
Infectious Diseases to Which
Emergency Response Employees May
Be Exposed To Include Coronavirus
Disease 2019 (COVID-19), the Disease
Caused by Severe Acute Respiratory
Syndrome Coronavirus 2 (SARS-CoV-
2)

AGENCY: Centers for Disease Control and
Prevention, HHS.
ACTION: Notice.

SUMMARY: The National Institute for
Occupational Safety and Health
(NIOSH), of the Centers for Disease
Control and Prevention (CDC), within
the Department of Health and Human
Services (HHS), is adding coronavirus
disease 2019 (COVID-19), the disease
caused by severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2),
to the List of Potentially Life-
Threatening Infectious Diseases to
Which Emergency Response Employees
May be Exposed. The list and
companion guidelines are published by
NIOSH pursuant to the Ryan White
HIV/AIDS Treatment Extension Act of
2009. NIOSH encourages medical
facilities to review the agency’s
guidelines describing the manner in
which medical facilities should make
determinations on whether an
emergency response employee was
exposed to COVID-19, the disease
caused by SARS-CoV-2.

FOR FURTHER INFORMATION CONTACT:
Rachel Weiss, Office of the Director,
NIOSH; 1090 Tusculum Avenue, MS:C—
48, Cincinnati, OH 45226; telephone
(855) 818—1629 (this is a toll-free
number); email NIOSHregs@cdc.gov.
SUPPLEMENTARY INFORMATION:

Statutory Authority

The Ryan White Comprehensive AIDS
Resources Emergency (CARE) Act of
1990 (Pub. L. 101-381) was
reauthorized in 1996, 2000, 2006, and
2009. The most recent reauthorization,
the Ryan White HIV/AIDS Treatment
Extension Act of 2009 (Pub. L. 111-87),

amended the Public Health Service Act
(PHS Act, 42 U.S.C. 201-300ii) and,
pursuant to Section 2695, requires the
HHS Secretary to establish the
following: A list of potentially life-
threatening infectious diseases,
including emerging infectious diseases,
to which emergency response
employees (ERE) may be exposed while
responding to emergencies; guidelines
describing circumstances in which EREs
may be exposed to these diseases, taking
into account the conditions under
which emergency response is provided;
and guidelines describing the manner in
which medical facilities should make
determinations about exposures to
EREs.

In a Federal Register notice published
on July 14, 2010, the HHS Secretary
delegated this responsibility to the CDC
Director.? The CDC Director further
assigned the responsibility to the
NIOSH Director and formally re-
delegated the authority to develop the
list and guidelines to NIOSH on August
27,2018.2

Addition of COVID-19, the Disease
Caused by the Virus SARS-COV-2, to
the List of Potentially Life-Threatening
Infectious Diseases to Which
Emergency Response Employees May
Be Exposed

The list of potentially life-threatening
infectious diseases maintained by
NIOSH is available in a Federal Register
notice published on November 2, 2011
(76 FR 67736), available on the NIOSH
website at https://www.cdc.gov/niosh/
topics/ryanwhite/default.html. With this
notice the NIOSH List of Potentially
Life-Threatening Infectious Diseases to
Which Emergency Response Employees
May Be Exposed is updated by the
addition of the following:

C. Potentially Life-Threatening
Infectious Diseases: Routinely
Transmitted Through Aerosolized
Droplet Means

B COVID-19 (the disease caused by the
virus SARS-CoV-2)

COVID-19, the disease caused by the
virus SARS—CoV-2, is being added to
the existing list. COVID-19, the disease
caused by the virus SARS-CoV-2, is a
potentially life-threatening emerging
infectious disease that is thought to be
spread primarily by respiratory droplets
generated by an infectious person
through events such as coughing or
sneezing (https://www.cdc.gov/
coronavirus/2019-ncov/index.html).

175 FR 40842.
283 FR 50379 (October 4, 2018).
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EREs may be exposed to COVID-19,
the disease caused by the virus SARS-
CoV-2, by a victim of an emergency
who may be infected with SARS—CoV-
2 while attending to, treating, assisting,
or transporting the victim to a medical
facility. Medical facilities should review
the NIOSH guidelines describing the
manner in which medical facilities
should make determinations about
exposures to life-threatening infectious
diseases, including COVID-19, available
on the NIOSH website at https://
www.cdc.gov/niosh/topics/ryanwhite/
default.html.

John J. Howard,

Director, National Institute for Occupational
Safety and Health, Centers for Disease Control
and Prevention, Department of Health and
Human Services.

[FR Doc. 2020-06458 Filed 3—26—20; 8:45 am]

BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary

Emergency Use Authorization
Declaration

ACTION: Notice of Emergency Use
Authorization Declaration.

SUMMARY: The Secretary of Health and
Human Services (HHS) is issuing this
notice pursuant to section 564 of the
Federal Food, Drug, and Cosmetic
(FD&C) Act. On February 4, 2020, the
Secretary determined pursuant to his
authority under section 564 of the FD&C
Act that there is a public health
emergency that has a significant
potential to affect national security or
the health and security of United States
citizens living abroad and that involves
a novel (new) coronavirus (nCoV) first
detected in Wuhan City, Hubei
Province, China in 2019 (2019—nCoV).
The virus is now named SARS-CoV-2,
which causes the illness COVID-19. On
the basis of this determination, he also
declared that circumstances exist
justifying the authorization of
emergency use of medical devices,
including alternative products used as
medical devices, pursuant to section
564 of the FD&C Act, subject to the
terms of any authorization issued under
that section.

DATES: The determination was effective
February 4, 2020, and this declaration is
effective March 24, 2020.

FOR FURTHER INFORMATION CONTACT:
Robert P. Kadlec, M.D., MTM&H, MS,
Assistant Secretary for Preparedness
and Response, Office of the Secretary,
Department of Health and Human
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Services, 200 Independence Avenue
SW, Washington, DC 20201, Telephone
(202) 205—2882 (this is not a toll free
number).

SUPPLEMENTARY INFORMATION:

I. Background

Under section 564 of the FD&G Act,
21 U.S.C. 360bbb-3, the Commissioner
of the Food and Drug Administration
(FDA), acting under delegated authority
from the Secretary of HHS, may issue an
Emergency Use Authorization (EUA)
authorizing (1) the emergency use of an
unapproved drug, an unapproved or
uncleared device, or an unlicensed
biological product; or (2) an unapproved
use of an approved drug, approved or
cleared device, or licensed biological
product. Before an EUA may be issued,
the Secretary of HHS must declare that
circumstances exist justifying the
authorization based on one of four
determinations: (1) A determination by
the Secretary of Homeland Security that
there is a domestic emergency, or a
significant potential for a domestic
emergency, involving a heightened risk
of attack with a, chemical, biological,
radiological, or nuclear (“CBRN”) agent
or agents; (2) the identification of a
material threat by the Secretary of
Homeland Security pursuant to section
319F-2 of the Public Health Service
(PHS) Actsufficient to affect national
security or the health and security of
United States citizens living abroad; (3)
a determination by the Secretary of
Defense that there is a military
emergency, or a significant potential for
a military emergency, involving a
heightened risk to United States military
forces, including personnel operating
under the authority of title 10 or title 50,
of attack with (i) a biological, chemical,
radiological, or nuclear agent or agents;
or (ii) an agent or agents that may cause,
or are otherwise associated with, an
imminently life-threatening and specific
risk to United States military forces; or
(4) a determination by the Secretary that
there is a public health emergency, or a
significant potential for a public health
emergency, that affects, or has a
significant potential to affect, national
security or the health and security of
United States citizens living abroad, and
that involves a CBRN agent or agents, or
a disease or condition that may be
attributable to such agent or agents.

Based on any of these four
determinations, the Secretary of HHS
may then declare that circumstances
exist that justify the EUA, at which
point the FDA Commissioner may issue
an EUA if the criteria for issuance of an
authorization under section 564 of the
FD&C Act are met. The Office of the

Assistant Secretary for Preparedness
and Response, HHS, requested that the
FDA, HHS, issue an EUA for certain
medical devices to allow the
Department to take response measures
based on information currently available
about the virus that causes COVID-19.
The determination of a public health
emergency, and the declaration that
circumstances exist justifying
emergency use of certain medical
devices by the Secretary of HHS, as
described below, enable the FDA
Commissioner to issue an EUA for these
devices for emergency use under section
564 of the FD&C Act.

II. Determination by the Secretary of
Health and Human Services

On February 4, 2020, pursuant to
section 564 of the FD&C Act, I
determined that there is a public health
emergency that has a significant
potential to affect national security or
the health and security of United States
citizens living abroad and that involves
a novel (new) coronavirus (nCoV) first
detected in Wuhan City, Hubei
Province, China in 2019 (2019-nCoV).
The virus is now named SARS-CoV-2,
which causes the illness COVID-19.

III. Declaration of the Secretary of
Health and Human Services

On March 24, 2020, on the basis of my
determination of a public health
emergency that has a significant
potential to affect national security or
the health and security of United States
citizens living abroad and that involves
the novel (new) coronavirus, SARS—
CoV-2, I declared that circumstances
exist justifying the authorization of
emergency use of medical devices,
including alternative products used as
medical devices, pursuant to section
564 of the FD&C Act, subject to the
terms of any authorization issued under
that section.

Notice of the EUAs issued by the FDA
Commissioner pursuant to this
determination and declaration will be
provided promptly in the Federal
Register as required under section 564
of the FD&G Act.

Dated: March 24, 2020.

Alex M. Azar II,

Secretary of Health and Human Services.
[FR Doc. 2020-06541 Filed 3—-25-20; 4:15 pm]
BILLING CODE 4150-28-P
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute on Alcohol Abuse
and Alcoholism; Notice of Closed
Meetings

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended, notice is hereby given of the
following meetings.

The meetings will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute on
Alcohol Abuse and Alcoholism Special
Emphasis Panel NIAAA Review
Subcommittee Member Conflict Review
Panel.

Date: April 7, 2020.

Time: 1:00 p.m. to 3:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health,
National Institute on Alcohol Abuse and
Alcoholism, 6700B Rockledge Drive, Suite
2118, Bethesda, MD 20817 (Telephone
Conference Call).

Contact Person: Philippe Marmillot, Ph.D.,
National Institute on Alcohol Abuse and
Alcoholism, National Institutes of Health,
6700B Rockledge Drive, Bethesda, MD 20817
301-443-2861 marmillotp@mail.nih.gov.

Name of Committee: National Institute on
Alcohol Abuse and Alcoholism Initial
Review Group Epidemiology, Prevention and
Behavior Research Review Subcommittee.

Date: June 8, 2020.

Time: 8:30 a.m. to 5:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health,
National Institute on Alcohol Abuse and
Alcoholism, 6700B Rockledge Drive,
Conference Room B, Bethesda, MD 20817.

Contact Person: Anna Ghambaryan, M.D.,
Ph.D., Scientific Review Officer, Extramural
Project Review Branch Office of Extramural
Activities National Institute on Alcohol
Abuse and Alcoholism, 6700b Rockledge
Drive, Room 2120, MSC 6902 Bethesda, MD
20892, 301-443-4032, anna.ghambaryan@
nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.271, Alcohol Research
Career Development Awards for Scientists
and Clinicians; 93.272, Alcohol National
Research Service Awards for Research
Training; 93.273, Alcohol Research Programs;
93.891, Alcohol Research Center Grants;
93.701, ARRA Related Biomedical Research
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evidence or arguments they wish to
present, the names and addresses of
proposed participants, and an
indication of the approximate time
requested to make their presentation on
or before May 11, 2020. Time allotted
for each presentation may be limited. If
the number of registrants requesting to
speak is greater than can be reasonably
accommodated during the scheduled
open public hearing session, FDA may
conduct a lottery to determine the
speakers for the scheduled open public
hearing session. The contact person will
notify interested persons regarding their
request to speak by May 12, 2020.

Persons attending FDA’s advisory
committee meetings are advised that the
Agency is not responsible for providing
access to electrical outlets.

FDA welcomes the attendance of the
public at its advisory committee
meetings and will make every effort to
accommodate persons with disabilities.
If you require accommodations due to a
disability, please contact AnnMarie
Williams at Annmarie. Williams@
fda.hhs.gov or 301-796-5966 at least 7
days in advance of the meeting.

FDA is committed to the orderly
conduct of its advisory committee
meetings. Please visit our website at
https://www.fda.gov/
AdvisoryCommittees/
AboutAdvisoryCommittees/
ucm111462.htm for procedures on
public conduct during advisory
committee meetings.

Notice of this meeting is given under
the Federal Advisory Committee Act (5
U.S.C. app. 2).

Dated: March 26, 2020.
Lowell J. Schiller,
Principal Associate Commissioner for Policy.
[FR Doc. 2020-06747 Filed 3—-31-20; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary

Emergency Use Authorization
Declaration

AGENCY: Department of Health and
Human Services.

ACTION: Notice of Emergency Use
Authorization Declaration.

SUMMARY: The Secretary of Health and
Human Services (HHS) is issuing this
notice pursuant to section 564 of the
Federal Food, Drug, and Cosmetic
(FD&C) Act. On February 4, 2020, the
Secretary determined pursuant to his
authority under section 564 of the FD&C
Act that there is a public health

emergency that has a significant
potential to affect national security or
the health and security of United States
citizens living abroad and that involves
a novel (new) coronavirus (nCoV) first
detected in Wuhan City, Hubei
Province, China in 2019 (2019-nCoV).
The virus is now named SARS-CoV-2,
which causes the illness COVID-19. On
the basis of this determination, he also
declared that circumstances exist
justifying the authorization of
emergency use of drugs and biological
products during the COVID-19
pandemic, pursuant to section 564 of
the FD&C Act, subject to the terms of
any authorization issued under that
section.

DATES: The determination was effective
February 4, 2020, and this declaration is
effective March 27, 2020.

FOR FURTHER INFORMATION CONTACT:
Robert P. Kadlec, M.D., MTM&H, MS,
Assistant Secretary for Preparedness
and Response, Office of the Secretary,
Department of Health and Human
Services, 200 Independence Avenue
SW, Washington, DC 20201, Telephone
(202) 205—-2882 (this is not a toll free
number).

SUPPLEMENTARY INFORMATION:

I. Background

Under Section 564 of the FD&C Act,
the Commissioner of the Food and Drug
Administration (FDA), acting under
delegated authority from the Secretary
of HHS, may issue an Emergency Use
Authorization (EUA) authorizing (1) the
emergency use of an unapproved drug,
an unapproved or uncleared device, or
an unlicensed biological product; or (2)
an unapproved use of an approved drug,
approved or cleared device, or licensed
biological product. Before an EUA may
be issued, the Secretary of HHS must
declare that circumstances exist
justifying the authorization based on
one of four determinations: (1) A
determination by the Secretary of
Homeland Security that there is a
domestic emergency, or a significant
potential for a domestic emergency,
involving a heightened risk of attack
with a, chemical, biological,
radiological, or nuclear (“CBRN”) agent
or agents; (2) the identification of a
material threat by the Secretary of
Homeland Security pursuant to section
319F-2 of the Public Health Service
(PHS) Act sufficient to affect national
security or the health and security of
United States citizens living abroad; (3)
a determination by the Secretary of
Defense that there is a military
emergency, or a significant potential for
a military emergency, involving a
heightened risk to United States military
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forces, including personnel operating
under the authority of title 10 or title 50,
of attack with (i) a biological, chemical,
radiological, or nuclear agent or agents;
or (ii) an agent or agents that may cause,
or are otherwise associated with, an
imminently life-threatening and specific
risk to United States military forces; or
(4) a determination by the Secretary that
there is a public health emergency, or a
significant potential for a public health
emergency, that affects, or has a
significant potential to affect, national
security or the health and security of
United States citizens living abroad, and
that involves a CBRN agent or agents, or
a disease or condition that may be
attributable to such agent or agents
Based on any of these four
determinations, the Secretary of HHS
may then declare that circumstances
exist that justify the EUA, at which
point the FDA Commissioner may issue
an EUA if the criteria for issuance of an
authorization under section 564 of the
FD&C Act are met. The Office of the
Assistant Secretary for Preparedness
and Response, HHS, requested that the
FDA, HHS, issue an EUA for drugs and
biological products to allow the
Department to take response measures
based on information currently available
about the virus that causes COVID-19.
The determination of a public health
emergency, and the declaration that
circumstances exist justifying
emergency use of drugs and biological
products by the Secretary of HHS, as
described below, enable the FDA
Commissioner to issue an EUA for drugs
and biological products for emergency
use under section 564 of the FD&C Act.

II. Determination by the Secretary of
Health and Human Services

On February 4, 2020, pursuant to
section 564 of the FD&C Act, I
determined that there is a public health
emergency that has a significant
potential to affect national security or
the health and security of United States
citizens living abroad and that involves
a novel (new) coronavirus (nCoV) first
detected in Wuhan City, Hubei
Province, China in 2019 (2019—-nCoV).
The virus is now named SARS-CoV-2,
which causes the illness COVID-19.

III. Declaration of the Secretary of
Health and Human Services

On March 27, 2020, on the basis of my
determination of a public health
emergency that has a significant
potential to affect national security or
the health and security of United States
citizens living abroad and that involves
the novel (new) coronavirus, I declared
that circumstances exist justifying the
authorization of emergency use of drugs
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and biological products during the
COVID-19 pandemic, pursuant to
section 564 of the FD&C Act, subject to
the terms of any authorization issued
under that section.

Notice of the EUAs issued by the FDA
Commissioner pursuant to this
determination and declaration will be
provided promptly in the Federal
Register as required under section 564
of the FD&C Act.

Dated: March 27, 2020.
Alex M. Azar II,
Secretary.
[FR Doc. 2020-06905 Filed 3—-30-20; 2:00 pm]
BILLING CODE P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Library of Medicine; Amended
Notice of Meeting

Notice is hereby given of a change in
the meeting of the Board of Regents,
May 12-13, 2020, 9:00 a.m. to 4:00 p.m.
at the National Institutes of Health,
Building 38, Lindberg Room, 8600
Rockville Pike, Bethesda, MD 20892
which was published in the Federal
Register on February 4, 2020, 85 FR 23,
Page 6210.

This notice is being amended to
change the meeting location from the
National Institutes of Health, Building
38, Lindberg Room, 8600 Rockville Pike,
Bethesda, MD 20892 to a virtual
meeting. The URL link to this meeting
is: https://videocast.nih.gov. Any
member of the public may submit
written comments no later than 15 days
after the meeting.

Dated: March 27, 2020.
Ronald J. Livingston, Jr.,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2020-06768 Filed 3—31-20; 8:45 am]
BILLING CODE 4140-01-P

as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Member
Conflict: Health Informatics and Health Care
Delivery.

Date: April 10, 2020.

Time: 2:00 p.m. to 5:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health,
Rockledge II, 6701 Rockledge Dr., Bethesda,
MD 20892 (Telephone Conference Call).

Contact Person: Ping Wu, Ph.D., Scientific
Review Officer, HDM IRG, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 3166,
Bethesda, MD 20892, 301-451-8428, wup4@
csr.nih.gov.

This notice is being published less than 15
days prior to the meeting due to the timing
limitations imposed by the review and
funding cycle.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.306, Comparative Medicine;
93.333, Clinical Research, 93.306, 93.333,
93.337, 93.393-93.396, 93.837-93.844,
93.846-93.878, 93.892, 93.893, National
Institutes of Health, HHS)

Dated: March 26, 2020.
Ronald J. Livingston, Jr.,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2020-06766 Filed 3—31-20; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; Notice of
Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended, notice is hereby given of the
following meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Allergy and
Infectious Diseases; Notice of Closed
Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended, notice is hereby given of the
following meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.
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Name of Committee: National Institute of
Allergy and Infectious Diseases Special
Emphasis Panel; NIAID Investigator-Initiated
Clinical Trial Planning Grant (R34).

Date: April 23, 2020.

Time: 1:00 p.m. to 4:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institute of Allergy and
Infectious Diseases, National Institutes of
Health, 5601 Fishers Lane, Room 3G41,
Rockville, MD 20892 (Telephone Conference
Call).

Contact Person: Kelly L. Hudspeth, Ph.D.,
Scientific Review Officer, National Institutes
of Health, National Institute of Allergy and
Infectious Diseases, 5601 Fishers Lane, Room
3G41, Rockville, MD 20852, 240-669-5067,
kelly.hudspeth@nih.gov.

(Catalogue of Federal Domestic Assistance

Program Nos. 93.855, Allergy, Immunology,

and Transplantation Research; 93.856,

Microbiology and Infectious Diseases

Research, National Institutes of Health, HHS)
Dated: March 26, 2020.

Tyeshia M. Roberson,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2020-06765 Filed 3—31-20; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; Notice of
Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended, notice is hereby given of the
following meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; PAR 19—
059: Global Noncommunicable Diseases and
Injury Across the Lifespan (R21).

Date: April 10, 2020.

Time: 10:00 a.m. to 12:30 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892 (Virtual Meeting).

Contact Person: Weijia Ni, Ph.D., Chief/
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 3100,
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10.20, must contain sufficient facts to
merit an FDA investigation, and must
certify that a true and complete copy of
the petition has been served upon the
patent applicant. (See H. Rept. 857, part
1, 98th Cong., 2d sess., pp. 41-42, 1984.)
Petitions should be in the format
specified in 21 CFR 10.30.

Submit petitions electronically to
https://www.regulations.gov at Docket
No. FDA-2013-S-0610. Submit written
petitions (two copies are required) to the
Dockets Management Staff (HFA-305),
Food and Drug Administration, 5630
Fishers Lane, Rm. 1061, Rockville, MD
20852.

Dated: March 14, 2023.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 2023-05641 Filed 3-17-23; 8:45 am)]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the National Security
Assistant Deputy Secretary of National
Security Statement of Delegation of
Authority

Notice is hereby given that I have
delegated to the Assistant Deputy
Secretary for National Security within
the Office of the Secretary (OS),
Immediate Office of the Secretary (I0S),
Office of National Security (ONS), the
authorities vested in me as the Secretary
of Health and Human Services for
managing the Controlled Unclassified
Information Program under Executive
Order 13556, now and hereafter.

This authority may be redelegated,
but only within ONS. Exercise of this
authority shall be in accordance with
established policies, procedures,
guidelines, and regulations as
prescribed by the E.O. 13556 and 32
CFR part 2002 “Controlled Unclassified
Information.”

This delegation of authority is
effective immediately upon signature.

Dated: March 15, 2023.
Xavier Becerra,
Secretary.
[FR Doc. 2023-05637 Filed 3—17-23; 8:45 am]
BILLING CODE P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary

COVID-19 Emergency Use
Authorization Declaration

ACTION: Notice of amendment.

SUMMARY: The Secretary of Health and
Human Services (HHS) is issuing this
notice pursuant to section 564 of the
Federal Food, Drug, and Cosmetic
(FD&C) Act. On March 15, 2023, the
Secretary amended the February 4, 2020
determination made pursuant to section
564 of the FD&C Act and determined
pursuant to his authority under section
564(b)(1)(C) that there is a public health
emergency, or a significant potential for
a public health emergency, that affects,
or has a significant potential to affect,
national security or the health and
security of United States citizens living
abroad and that involves a biological
agent, namely the novel (new)
coronavirus (nCoV) first detected in
Wubhan City, Hubei Province, China in
2019 (2019—nCoV, or SARS-CoV-2).
DATES: The section 564(b)(1)(C)
determination that was originally issued
on February 4, 2020, is amended as of
March 15, 2023.

FOR FURTHER INFORMATION CONTACT:
Paige Ezernack: 202-260-0365,
paige.ezernack@hhs.gov.
SUPPLEMENTARY INFORMATION:

I. Background

Under section 564 of the FD&C Act,
the Commissioner of the Food and Drug
Administration (FDA), acting under
delegated authority from the Secretary
of HHS, may issue an EUA authorizing
(1) the emergency use of an unapproved
drug, an unapproved or uncleared
device, an unlicensed biological
product, or an unapproved animal drug;
or (2) an unapproved use of an approved
drug, approved or cleared device,
licensed biological product, or
conditionally approved animal drug.
Before an EUA may be issued, the
Secretary of HHS must declare that
circumstances exist justifying the
authorization based on one of four
determinations: (1) a determination by
the Secretary of Homeland Security that
there is a domestic emergency, or a
significant potential for a domestic
emergency, involving a heightened risk
of attack with a chemical, biological,
radiological, or nuclear (“CBRN”) agent
or agents; (2) the identification of a
material threat by the Secretary of
Homeland Security pursuant to section
319F-2 of the Public Health Service
(PHS) Act sufficient to affect national
security or the health and security of
United States citizens living abroad; (3)
a determination by the Secretary of
Defense that there is a military
emergency, or a significant potential for
a military emergency, involving a
heightened risk to United States military
forces, including personnel operating
under the authority of title 10 or title 50,
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of attack with (i) a CBRN agent or
agents; or (ii) an agent or agents that
may cause, or are otherwise associated
with, an imminently life-threatening
and specific risk to United States
military forces; or (4) a determination by
the Secretary that there is a public
health emergency, or a significant
potential for a public health emergency,
that affects, or has a significant potential
to affect, national security or the health
and security of United States citizens
living abroad, and that involves a CBRN
agent or agents, or a disease or condition
that may be attributable to such agent or
agents.

Based on any of these four
determinations, the Secretary of HHS
may then issue a declaration(s) that
circumstances exist that justify the
issuance of an EUA(s), at which point
the FDA Commissioner may issue an
EUAC(s) for certain products if the
criteria for issuance under section 564
of the FD&C Act are met. The section
564 declaration(s) terminate only when
the Secretary of HHS determines that
the termination requirements of section
564(b)(2)(A) of the FD&C Act are met.
Additionally, section 564(b)(3) provides
that the Secretary shall provide advance
notice, by publication in the Federal
Register, that a declaration(s) under
section 564 will be terminated.

II. Determination by the Secretary of
Health and Human Services

On February 4, 2020, pursuant to his
authority under section 564 of the FD&C
Act, the Secretary of HHS determined
that the circumstances in section
564(b)(1) exist because “there is a public
health emergency that has a significant
potential to affect national security or
the health and security of United States
citizens living abroad and that involves
a novel (new) coronavirus (nCoV) first
detected in Wuhan City, Hubei
Province, China in 2019 (2019—-nCoV).”
85 FR 7316.

It is now well established that SARS—
CoV-2 is constantly evolving and
continues to be an ongoing challenge.
As of January 30, 2023, SARS-CoV-2
has led to over 753 million cases of
COVID-19, including 6.8 million deaths
worldwide. This is due, in part, to
variations in the virus that may allow it
to spread more easily or make it
resistant to treatments or decreased
vaccine effectiveness. There is also a
risk that eventually a variant will
emerge that will escape the protection
provided by the current generation of
vaccines against severe disease. For
example, the SARS—-CoV-2 Omicron
variant has continued to evolve into
sublineages with additional mutations
in the spike glycoprotein and the
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receptor binding domain. Evolution of
the virus also raises similar concerns
about the continued efficacy of certain
categories of therapeutics, such as
monoclonal antibodies. The distribution
of Omicron sublineages varies at
different points in time in different
regions of the world. The large number
of mutations in the Omicron variant
sublineages and the ongoing evolution
of the virus remain a concern for
potential evasion of vaccine immunity.

In light of this, I have now amended
the February 4, 2020 determination to
recognize the fact that there is ““a public
health emergency, or a significant
potential for a public health emergency,
that affects, or has a significant potential
to affect, national security or the health
and security of United States citizens
living abroad” and that involves a
biological agent, namely the novel (new)
coronavirus (nCoV) first detected in
Wubhan City, Hubei Province, China in
2019 (2019—nCoV, or SARS—CoV-2).
(Emphasis added). If the current
conditions change such that there is no
longer a “public health emergency”
within the meaning of section 564, the
section 564(b)(1)(C) determination
would remain in place because I have
determined that there is also a
“significant potential for a public health
emergency’’ under that section. This
avoids the need to issue a new
determination under section 564 when
there is no longer a “public health
emergency,” but there is still a
“significant potential for a public health
emergency’’ involving SARS-CoV-2.

The four previously-issued section
564 declarations that refer to the
February 4, 2020 determination have
not been terminated by the Secretary
because, among other things, the
circumstances described in section
564(b)(1) continue to exist—i.e.,
COVID-19, a disease attributable to
SARS—CoV-2, continues to present a
public health emergency, or a
significant potential for a public health
emergency, that affects, or has a
significant potential to affect, national
security or the health and security of
United States citizens living abroad.
Consistent with section 564(f), the
currently-in-effect Emergency Use
Authorizations (EUAs) issued under
those section 564 declarations remain in
effect until the earlier of the termination
of relevant section 564 declarations
under section 564(b), or revocation of
the EUAs. Therefore, these EUAs
continue in effect.

III. Declarations of the Secretary of
Health and Human Services; EUAs
Issued Under the Declarations

Based on the February 4, 2020
determination, in February and March
2020, the Secretary of HHS, pursuant to
section 564 of the FD&C Act and subject
to the terms of any authorization issued
under that section, declared that
circumstances exist justifying the
authorization of emergency use of: (1) in
vitro diagnostics for detection and/or
diagnosis of this novel coronavirus, 85
FR 7316; (2) personal respiratory
protective devices, 85 FR 13907; (3)
other medical devices including
alternative products used as medical
devices, 85 FR 17335; and (4) drugs and
biological products, 85 FR 18250.

These section 564 declarations
continue in effect. Specifically, under
section 564(b)(2)(A), a declaration made
under section 564 will not terminate
unless the Secretary determines that
“the circumstances described in [section
564(b)(1)] have ceased to exist,” or there
is ““a change in the approval status of
the [authorized] product such that the
circumstances described in subsection
(a)(2) have ceased to exist.” Section
564(b)(2)(A) of the FD&C Act. The first
basis for termination is not met because
the circumstances described in section
564(b)(1) have not ceased to exist; to the
contrary, as described above, I have
determined that the circumstances
described in section 564(b)(1)(C)
continue to exist. The second basis for
termination is not met because each
declaration covers many products, or
emergency uses of products, at least
some of which remain ‘““‘unapproved”
within the meaning of section 564(a)(2).

Consistent with section 564(f), the
EUAs issued under these declarations
remain in effect until the earlier of the
termination of relevant section 564
declarations or revocation of the EUAs.
Accordingly, the currently-in-effect
EUAs issued under the section 564
determination/declarations for COVID-
19 also continue in effect.

Xavier Becerra,

Secretary, Department of Health and Human
Services.

[FR Doc. 2023—-05609 Filed 3—-17-23; 8:45 am]
BILLING CODE 4150-37-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Center for Scientific Review; Notice of
Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as

SAppx899

amended, notice is hereby given of the
following meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: Center for Scientific
Review Special Emphasis Panel; Care Quality
Across the Lifespan.

Date: March 28, 2023.

Time: 12:00 p.m. to 5:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health,
Rockledge II, 6701 Rockledge Drive,
Bethesda, MD 20892 (Virtual Meeting).

Contact Person: Mary Kate Baker, DRPH,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Bethesda, MD
20892, (301) 594-5117, katie.baker2@
nih.gov.

This notice is being published less than 15
days prior to the meeting due to the timing
limitations imposed by the review and
funding cycle.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.306, Comparative Medicine;
93.333, Clinical Research, 93.306, 93.333,
93.337, 93.393-93.396, 93.837-93.844,
93.846-93.878, 93.892, 93.893, National
Institutes of Health, HHS)

Dated: March 15, 2023.
David W. Freeman,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2023-05631 Filed 3-17-23; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Cancer Institute; Notice of
Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended, notice is hereby given of the
following meeting.

The meetings will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The purpose of this
meeting is to evaluate requests for
preclinical development resources for
potential new therapeutics for the
treatment of cancer. The outcome of the
evaluation will provide information to
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