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. We now believe that the suggested dosing regimens for CQ and HCQ as detailed
il the Faot Sheets are unlikely to produce an antiviral effect,
. Earlier observations of decreased viral shedding with HOQ or €Q treatment have

not:been consistently replicated and recent data from a randomized controlled irial
assessing probability of negative conversion showed no difference between HCQ

and stanidard of care alone.
. Current U, 8. treatient guidelings do not recommend the use of CQor HCQ in
hospitalized patients with- COVID-19 outside of a clinical trial; and the NIH
guidelines now recommend against such use outside of a clinical trial.
- Recent data from a large randomized controlled trial showed no evidence of
benefit for martality or other outcomes such as hospital length of stay orneed for
miechanical ventilation of HCQ treatment in hospitalized patients with COVID-

19.

FDA has ¢oncluded that, based on this new information and other information discussed inthe
attached memorandan, it is no longer reasonable to belisve that oral formulations: of HCQ and
C( may be effective in treating COVID-19; nor is it reasonable to believe that the kiown and
potential benefits of these products outweigh their known and potential risks:. Accordingly, FDA
revokes the EUA for-emergency use of HCQ and CQ totreat COVID-19, pursuant to section
564()(2) of the Act. As of the date of this Tetter, the oral formulations of HCQ and CQ are no
longer authorizéed by FDA to treat COVID-19.

While HCQ that has been distributed from SNS is no longer authorized ynder the EUA for the
authorized use to treat hospitalized patients for COVID-19, FDA-approved HCQ can be
distributed in mterstate comimerce. The CQ products covered by the EUA are not-approved by
FDA for any indication and therefore cannot be legally introduced into interstate commsrce, In
addition, under section 364(N(2) of the Act, HCQ and CO that were distributed from the SNS
under this EUA remain-authorized for emergency use to continue to treat any hospitalized patient
‘to whom the authorized product has already been administered during the COVID-19 public
health emergency, to the éxtent found necessary by such patient’s attending physician.

Notice of this revocation will be'published in the Federal Register, pursuant tosection 564(h)(1)

of'the Act.

Dated: September 3, 2020.
Lowell J. Schiller,
Principal Associate Commissioner for Policy.
[FR Doc. 2020-20041 Filed 9-10-20; 8:45 am]
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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 of
Diabetes and Digestive and Kidney Diseases

Special Emphasis Panel; Review of
Institutional Training Grants in Digestive
Diseases and Nutrition.

Date: September 30, 2020.

Time: 9:00 a.m. to 6:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, Two
Democracy Plaza, 6707 Democracy
Boulevard, Bethesda, MD 20892 (Video
Meeting).

Contact Person: Tian, Lan, Ph.D., Scientific
Review Officer, Review Branch, DEA,
NIDDK, National Institutes of Health, Suite
7016, 6707 Democracy Boulevard, Bethesda,
MD 20892-5452, (301) 496—7050, tianl@
niddk.nih.gov.

Name of Committee: National Institute of
Diabetes and Digestive and Kidney Diseases
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Special Emphasis Panel; Development of
Swallowable Smart Pills/Devices (phased
R21/R33).

Date: October 22, 2020.

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

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health, Two
Democracy Plaza, 6707 Democracy
Boulevard, Bethesda, MD 20892 (Video
Meeting).

Contact Person: Tian, Lan, Ph.D., Scientific
Review Officer, Review Branch, DEA,
NIDDK, National Institutes of Health, Suite
7016, 6707 Democracy Boulevard, Bethesda,
MD 20892-5452, (301) 496-7050, tianl@
niddk.nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos. 93.847, Diabetes,
Endocrinology and Metabolic Research;
93.848, Digestive Diseases and Nutrition
Research; 93.849, Kidney Diseases, Urology
and Hematology Research, National Institutes
of Health, HHS)

Dated: September 8, 2020.
Miguelina Perez,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2020-20088 Filed 9-10-20; 8:45 am]
BILLING CODE 4140-01-P

Division of Extramural Activities, NIDDK,
National Institutes of Health, Room 7353,
6707 Democracy Boulevard, Bethesda, MD
20892-2542, (301) 594—8898 barnardm@
extra.niddk.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. 93.847, Diabetes,
Endocrinology and Metabolic Research;
93.848, Digestive Diseases and Nutrition
Research; 93.849, Kidney Diseases, Urology
and Hematology Research, National Institutes
of Health, HHS)

Dated: September 8, 2020.
Miguelina Perez,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2020-20093 Filed 9-10-20; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Diabetes and
Digestive and Kidney 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
Diabetes and Digestive and Kidney Diseases
Special Emphasis Panel; NIDDK Review
Meeting.

Date: September 10, 2020.

Time: 10:00 a.m. to 6:00 p.m.

Agenda: To review and evaluate grant
applications and/or proposals.

Place: National Institutes of Health, Two
Democracy Plaza, 6707 Democracy
Boulevard, Bethesda, MD 20892 (Video
Meeting).

Contact Person: Michele L. Barnard, Ph.D.,
Scientific Review Officer, Review Branch,

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
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: Cell Biology
Integrated Review Group Molecular and
Integrative Signal Transduction Study
Section.

Date: October 13, 2020.

Time: 10:00 a.m. to 6:00 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: Charles Selden, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 5187,
MSC 7840, Bethesda, MD 20892, 301-451—
3388, seldens@mail.nih.gov.

Name of Committee: Integrative,
Functional and Cognitive Neuroscience
Integrated Review Group; Chemosensory
Systems Study Section.

Date: October 15-16, 2020.

Time: 9:00 a.m. to 7:00 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: John Bishop, Ph.D.,
Scientific Review Officer, Center for
Scientific Review, National Institutes of
Health, 6701 Rockledge Drive, Room 5182,
MSC 7844, Bethesda, MD 20892, (301) 408—
9664, bishopj@csr.nih.gov.

(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: September 4, 2020.
Tyeshia M. Roberson,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2020-20050 Filed 9—10-20; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

Eunice Kennedy Shriver National
Institute of Child Health & Human
Development; Amended Notice of
Meeting

Notice is hereby given of a change in
the meeting of the Pediatrics
Subcommittee, October 08, 2020, 8:00
a.m. to October 08, 2020, 5:00 p.m.,
National Institute of Child Health and
Human Development, 6710B Rockledge
Drive, Bethesda, MD 20892 which was
published in the Federal Register on
August 14, 2020, 85 FR 49662.

The meeting format has changed from
a Virtual Meeting to a Video Assisted
Meeting.

The meeting is closed to the public.

Dated: September 4, 2020.

Ronald J. Livingston, Jr.,

Program Analyst, Office of Federal Advisory
Committee Policy.

[FR Doc. 2020-20051 Filed 9-10-20; 8:45 am]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute on Deafness and
Other Communication Disorders;
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
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