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Based on our evaluation of the
information collection since the last
OMB review and approval, the burden
estimate decreased based on receipt of
fewer vouchers and other information
collection activities. Our estimated
burden for the information collection
reflects an overall decrease of 46 hours
and a decrease of 8 responses.

Dated: July 23, 2025.

Grace R. Graham,

Deputy Commissioner for Policy, Legislation,
and International Affairs.

[FR Doc. 2025-14223 Filed 7-28-25; 8:45 am|
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. FDA-2025-N-1892]

Revocation of Emergency Use of a
Drug Product During the COVID-19
Pandemic; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
revocation of the Emergency Use
Authorizations (EUAs) (the
Authorizations) issued to Regeneron
Pharmaceuticals, Inc. (Regeneron) for
REGEN-COV (casirivimab and
imdevimab administered together), to
GlaxoSmithKline LLC (GSK) for
sotrovimab, to Eli Lilly and Company
(Lilly) for bebtelovimab, and to
AstraZeneca Pharmaceuticals LP
(AstraZeneca) for EVUSHELD
(tixagevimab co-packaged with
cilgavimab). FDA revoked these
Authorizations on December 13, 2024,
under the Federal Food, Drug, and
Cosmetic Act (FD&C Act). The
revocations, including an explanation of
the reasons for the revocations, are
reprinted in this document.

DATES: The Authorizations are revoked
as of December 13, 2024.

ADDRESSES: Submit written requests for
a single copy of the revocations to the
Office of Executive Programs, Center for
Drug Evaluation and Research, Food
and Drug Administration, 10903 New
Hampshire Ave., Bldg. 51, 6th Floor,
Silver Spring, MD 20993-0002. Send
one self-addressed adhesive label to
assist that office in processing your
request or include a Fax number to
which the revocations may be sent. See
the SUPPLEMENTARY INFORMATION section
for electronic access to the revocations.

FOR FURTHER INFORMATION CONTACT:
Andrea Gormley, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10001 New
Hampshire Ave., 2nd Floor, Silver
Spring, MD 20993-0002, 301-796—-2210
(this is not a toll free number).

SUPPLEMENTARY INFORMATION:
I. Background

Section 564 of the FD&C Act (21
U.S.C. 360bbb-3) allows FDA to
strengthen the public health protections
against biological, chemical, nuclear,
and radiological agents. Among other
things, section 564 of the FD&C Act
allows FDA to authorize the use of an
unapproved medical product or an
unapproved use of an approved medical
product in certain situations.

On November 21, 2020, FDA issued
an Authorization to Regeneron for
REGEN-COV (EUA 091), subject to the
terms of the Authorization. Notice of the
issuance of the Authorization was
published in the Federal Register on
February 19, 2021 (86 FR 10290), as
required by section 564(h)(1) of the
FD&C Act.

On May 26, 2021, FDA issued an
Authorization to GSK for sotrovimab
(EUA 100), subject to the terms of the
Authorization. Notice of the issuance of
the Authorization was published in the
Federal Register on August 5, 2021 (86
FR 42850), as required by section
564(h)(1) of the FD&C Act.

On December 8, 2021, FDA issued an
Authorization to AstraZeneca for
EVUSHELD (EUA 104), subject to the
terms of the Authorization. Notice of the
issuance of the Authorization was
published in the Federal Register on
February 4, 2022 (87 FR 6578), as
required by section 564(h)(1) of the
FD&C Act.

On February 11, 2022, FDA issued an
Authorization to Lilly for bebtelovimab
(EUA 111), subject to the terms of the
Authorization. Notice of the issuance of
the Authorization was published in the
Federal Register on March 22, 2022 (87
FR 16201), as required by section
564(h)(1) of the FD&C Act.

The authorization of a drug for
emergency use under section 564 of the
FD&C Act may, pursuant to section
564(g)(2) of the FD&C Act, be revoked
when the criteria under section 564(c) of
the FD&C Act for issuance of such
authorization are no longer met (section
564(g)(2)(B) of the FD&C Act), or other
circumstances make such revocation
appropriate to protect the public health
or safety (section 564(g)(2)(C) of the
FD&C Act).

II. EUA Revocation Requests

In a request received by FDA on
November 25, 2024, Regeneron
requested revocation of, and on
December 13, 2024, FDA revoked, the
Authorization for REGEN-COV. Because
Regeneron has informed FDA that all
lots of REGEN-COV manufactured,
labeled, and distributed for use under
EUA 091 have expired, and that
Regeneron does not intend to offer this
product in the United States anymore,
Regeneron requested FDA revoke the
EUA for REGEN-COV. FDA has
determined that it is appropriate to
protect the public health or safety to
revoke this Authorization.

In a request received by FDA on
November 22, 2024, GSK requested
revocation of, and on December 13,
2024, FDA revoked, the Authorization
for sotrovimab. Because GSK has
informed FDA that all lots of sotrovimab
manufactured, labeled, and distributed
for use under EUA 100 have expired,
and that GSK does not intend to offer
this product in the United States
anymore, GSK requested FDA revoke
the EUA for sotrovimab. FDA has
determined that it is appropriate to
protect the public health or safety to
revoke this Authorization.

In a request received by FDA on
November 21, 2024, AstraZeneca
requested revocation of, and on
December 13, 2024, FDA revoked, the
Authorization for EVUSHELD. Because
AstraZeneca has informed FDA that all
lots of EVUSHELD manufactured,
labeled, and distributed for use under
EUA 104 have expired, and that
AstraZeneca does not intend to offer
this product in the United States
anymore, AstraZeneca requested FDA
revoke the EUA for EVUSHELD. FDA
has determined that it is appropriate to
protect the public health or safety to
revoke this Authorization.

In a request received by FDA on
December 5, 2024, Lilly requested
revocation of, and on December 13,
2024, FDA revoked, the Authorization
for bebtelovimab. Because Lilly has
informed FDA that all lots of
bebtelovimab manufactured, labeled,
and distributed for use under EUA 111
have expired, and that Lilly does not
intend to offer this product in the
United States anymore, Lilly requested
FDA revoke the EUA for bebtelovimab.
FDA has determined that it is
appropriate to protect the public health
or safety to revoke this Authorization.

II1. The Revocations

Having concluded that the criteria for
revocation of the Authorizations under
section 564(g)(2)(C) of the FD&C Act are
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met, FDA has revoked the EUAs for revocation, as required by section Authorizations are available on the
REGEN-COV, sotrovimab, 564(h)(1) of the FD&C Act. internet at: https://www.regulations.
bebtelovimab, and EVUSHELD. These IV. Electronic Access gov/.
revocations in their entirety follow and ) . ] . BILLING CODE 4164-01-P
provide explanations of the reasons for An electronic version of this
document and the full text of the
Us FOOD & ﬁﬁiﬂ%
TELE bR 6 MR |
December 13, i

Seninr Director, Regmamw %ﬁ‘m '

TIT0M Saw Mll Faver Road

Tarmyiown, MY 150016707

Ee: Revoration of EUA 091

Dear Dr. Subramanizn:

This letter is in response to the reguest from Repeneron Pharmaceuficals, Inc. (Regeneron),

received on Movembes 25, 204 that the {3 5. Food and Dmg Admuastration (FDAY revnke the
EUA for BEGEN.COV mmﬁmmxh sod mudevimab administered together). The EUA for
BEGEN-COV was issued initially ob Wov &m%ex 21, 20 Regeneron has informed the FDUA that
all lots of BEGEN-COV manufsctored, labeled and mbtﬁed for use under EUA 091 have
expired and that Regeneron does not intend to offer this product in the United States anymors.
FDA inderstands that Regeneron will issue 3 commmmication fo notify healtheare providers that
have received REGEN-COV under the EUA of flu2 revocation wﬁﬂi instructions for product
destroction for any product that remains in dmmbﬁmm

The authorization of 2 drug for smerpency tse tnder section 364 of the Faderal Food, Dimg, snd
Cosmetic Act (the Act) {zi Uso %ﬁ%&b«ﬁ} mary, pursuant to section SE4EN Ty of the Act be
revoked when clrcumstanres makie such revncation sppropriste o protect the public health ar
safety (section 3640 2N of the Act) Winle there 1% wo new ssfety conoern with REGEN-
COV, because FDA nnderstands that Regensron no longer infends to offer BEGEN-COV inthe

- United States nnder the EUA: because all product manufachured, labeled and distiaed pursuant
te the FUA has expared; and becanse Regeneron has requested that FOA revoke the EUA for
REGEN-COV, TV bas determined that it is sppropnate to protect the public health or safaty to
revoke this suthorization. ‘ ‘

ﬁm:mﬂmghf FDA hemh} revokes EUA 091 for REGEN-COV ;mrmt to section 5@@{3{’”}{6}
of the Act. &s afﬁmd&?& of this letter, BEGEN-COV 18 mo mm@mmwmm usE
by F &

Notice of this mwamﬁ will be published in the F@dm@ Register, pumm& ta section S64(H( 1)
of the Act.

b fr the S of Regemsron’ &wmesh Rﬁmﬁﬂi’mmm&Wm&mmm@mﬁmvﬁmﬁ Btates
s to the hish Freguency of cinrudsting SARS-CSV-Y verisnts thet are non-saoeptibls to REGER-OONV, ‘
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HUMINIETE ;‘HS B

‘December 13, 2024

GlaxeSmthiilme LIC S

Attention: Diantelle Lumbatis, MBA RAC

Associate Director, {lobal Regulatory Affars
- Specialty Therapeutic Group

1250 5. Collepeviile R

E@ﬁegeml}e PA 19426

F‘Le: Revocation of EUA 100
Dear Me. Lumbstis:

This letter is in E%ﬁﬁm o thee vecuest from G}m&nﬁwth&hne LLC (GSK), recetved on
Movergber 33, 2024% thet the TLS. Fm and Drug Admnistration (FDA) revoke the EUA for
sptrovimiah. The EUA for sotrovimab was issued mitially oo Way 76, 2021, GSE has mformed
the FDIA that all lots of sotrovizaab mamnfactured, labeled and distributed for use under EUA 100
have expired and that GSK does not intend to offer this product in the United States anymore.
FDA understands that G5SE will issue a communication to notify healthcsre providers that have
received sofrovineal wmder the EUA of this revecation with nstructions for product destruction
o reburn for any prodoct that remsing in distibution.

The mﬁﬁmnm of 3 drag for emergency use under sertion 564 of the Federal Food, Dirug, and
Cosmetic Act (the Acth) {’*I HEC: Eﬁiﬁbbhﬁ‘% may, purswant to sechon 364 of the At be
revoked when ciroumstancss nuke ich revocation appropriate fo protect the public health or
safety {section S84(2Y N ofthe Act). While there is no pew safety concern with sotrovimab,
because FDA understands that GSK no longer intends to offer sotrovimab in the United States
umder the EUA; because all prodnet mamy actured. labeled and distributed prsaant to the ELTA
has expired; and becauss GSE has requested that FDA revoke the EUA for sofrovimab, FDA has
determined that it 1s appropriate to protect the public health or safety to revoke this authorization.

Arcordingly, Fﬂm hereby revokes EUA Igﬁ} for sotrovimab pursuant fo seciton Sﬁﬁfg}@}im of
the Act. A of the date of this letter, sotrovimab is no longer anthorized for emergency use by
FDA&.

" Motice of this revocation will be p@b&sﬂa@ﬂ in the Federal R@vmw mmmﬁ to section }Esdﬁﬁ{i}
of the: z%:t

+ A% the tme of GSE's teguest, sotrovimsl was nel muthors ._,,,_ mam« tegion of the Unied S’@m dme o the
bk frequency of circalating SARS-CoV-T variamnts that a1e nomn- am:epﬁbk to sotrovimeh
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- hebtelovinesh, FDA has defermine
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5. FOOD & DRUG

SRR R

December 13, 2024 -

Eli Lﬂhs and C T

Attention: Jermifer Riddle Camp
Sendor Director, GRA-NA

Lilly Corporate Center

Drop Code 23543

Indianapolis, TN 46285

Re: Bevocation of EUA 1LY
Dear 3z Riddle Camp:

This letter 1% i response fo the request from Eli Lilly and Company (Lilly), received on
December 5, 2024%, that the 1.5 Foodd snd D Admivstration (FDWA revoke the EifA for
behmcmmb The EUA for bebtelovimab was issued initially on February 11, 2007 Lilly has
informed the FDA that all lots of bebtelovimab manufactured. labeled snd ﬁ&smhm\ed for use
upider BUA 111 have expived and that Tilly does not inbend to offer this product in fhe United
States snvmere. FINA understands that Lally will tesve 8 compminication to notify healthears
;meim‘s that bave received bebtelovamah vmder the EUA of this revocation Wﬁh mstractions for
product destruction or retum for any p‘m&mﬁ that remaing in distnbiten

The suthorization of a dmg for emergency use under section 364 of the Federal Food, Dmg, and
Cosmetic Act (the Act) (21 US.C. 360bbb-T) iy, purstant to section 3640270 of the Act be
revoked when cironmstances maake such revocation appropriate to protect the public health or
safety (sechon 364 ‘*‘}{fﬁ} of the fct), Whle there is oo new safety concers vath
bebtelovimab, because FOA understands that Lilly no Jonger mtends o offer b&btekmm& m the
United States under the EUA: becanse all product ‘mamufactured, labeled and distributed prrsant
to the EUA has expired; and because Lilly has requested that FDA revoke the Eﬂﬁ for

that it is apgpropriate to protect the public health or safety to

revoke this mﬁiﬁ;&mm'm

Accordingly, FDA hereby revokes EUA 111 for bebtelovimab pursuant to section 364(2)(20(C)
of the Act. As of the date of this letter, bebtelovimah 15 00 Ionger anthonzed for smergency wse
by FDA.

Natice of fhis revocation will be published in the Federal Register, pursnant to section 564()(1}
of the fct

b At the time of Lilly's vequest, bebrelovimak was ot snborized fov vse in any region of the Unied Swses dus to
this high fregency of ciivulating SARE-Co¥-2 varianly that are non-suscepiihis o babtalovimeb.
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December 13,3024

AstraTenecs Pharmaceuteals TP
Attention: Let Hua, FRD, FME. RAC
HAssociate Regulatory Affairs Dhpector
Cine Weadlnrmome W’m’

&iﬁmmhmg WD 20878

Rﬁ' Rﬂwﬂmﬁ af EUA IHM

Dear Dr. Hua:

* This letter i in response to the request Fom AsttaZeneca Pharmaceuticals L
ﬁ%&zﬂma‘j reeived on Novengber 21, 20245 fhat the 115 Food and Diug Adwimsteation
(FDA) revoke the EUA for EVUSHELD QMgemmah co-packaged with x.;\lgmqmah}, The FUA

for EVISHELD wns mm& matially mDﬁem%m £ 2001, AstaTeneca has infon

o the FIIA

thatall lots mi‘ EVUSHELD mamufactured, labeled and distributed for use under EUA 104 have
expired sud that Aﬁmﬁf&m&m does not intend to offer this product in the United States anymore.
FDA, understands that AstraZeneca will issue 2 commnmication to notify customers and providers
that have received EVUSHELD under the EUA of this revocation with mstructions for product
destraction or rehim for any product that resaine o distrbation.

The authorization of a drug for smerpen ﬂ;r 18 wder section 364 of the Federal Food, Bmg and
Cosmetic Aot (the Aci 21U 50 xﬁﬁbhbﬁ} may, pmt to section S8MEIY) of the St E:se
revoked when ciroupastinces wnake such revocation appropriate to protect the public health ar
safery (section 564%&{?;}%@ of the Act) Whils there 15 no pew safety concern with EVUSHELD,

because FDIA v
States imder the

ands that AstraZeneca no longer intends to offer EVUSHELD in the United
JA; becanse all product mamifictured, labeled and distributed pursuant to the

EUA bas expived; and becanse AstraZensca has requested that FDA revoke the EUA for

EVUSHELD, FDIA has determin
revoke this authorization.

Ao

ed that i 12 sppropoate to protect the public heslth or %ffesi} fo

ardingly, FDA hereby revokes EUA 104 for EVUSHELD pursuant to section SE4HEI2HCY

of the Act. As of the date of this letter, EVUSHELD is no longer suthorized for emergency wse

W FDA.

Notice @fﬁmmm@nmﬂihepubhshed in the Faderal Register, pursuant to sectic

ofthe Act.

L AL the time of AstmTenecs’s request, Eﬂm&mmmmwwmmhmﬁmmm

1o the Wigh Fequency of circelatiny SATS- VT variants thet me son-resceptible w EVIIS

Dated: July 23, 2025.
Grace R. Graham,

Deputy Commissioner for Policy, Legislation,

and International Affairs.
[FR Doc. 2025-14233 Filed 7-28-25; 8:45 am]
BILLING CODE 4164-01-C

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2024-N-0383]

Agency Information Collection
Activities; Submission for Office of
Management and Budget Review;
Comment Request; Public Health
Service Guideline on Infectious
Disease Issues in Xenotransplantation

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a proposed collection of
information has been submitted to the
Office of Management and Budget
(OMB) for review and clearance under
the Paperwork Reduction Act of 1995.

DATES: Submit written comments
(including recommendations) on the
collection of information by August 28,
2025.
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