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Index (CPI) for the preceding 3-year
period, as specified under the law
concerning the Receipt and Disposition
of Foreign Gifts and Decorations. The
minimal value was last defined effective
January 1, 2020, and must be redefined
effective as of January 1, 2023. This
bulletin cancels FMR Bulletin B-50,
“Foreign Gift and Decoration Minimal
Value,” issued March 10, 2020, as this
bulletin provides updated information
on the same topic.
DATES: Applicability Date: January 1,
2023.

This notice applies to foreign gifts and
decorations received on or after January
1, 2023.

FOR FURTHER INFORMATION CONTACT: For
clarification of content, contact Mr.
William Garrett, Director, Personal
Property Policy, Office of Government-
wide Policy, Office of Asset and
Transportation Management, at 202—
368-8163, or by email at
william.garrett@gsa.gov. Please cite
Notice of GSA Bulletin FMR B-52.

SUPPLEMENTARY INFORMATION:
Background

Foreign gifts and decorations above
the GSA-defined minimal value are
handled differently than lesser-valued
foreign gifts and decorations under the
provisions of 5 U.S.C. 7342 and FMR
102—-42.

Foreign gifts and decorations above
the minimal value become the property
of the Federal Government and must be
reported to GSA for disposal if not
immediately needed by the agency for
official purposes. Additionally, those
items initially retained by the agencies
for official use are reported to GSA upon
termination of official use.

The foreign gifts and decorations
minimal value was last redefined
effective January 1, 2020, at $415, and
therefore, must be redefined as of
January 1, 2023, to reflect the CPI
increase of 15.33 percent for the
preceding three years.

Pursuant to FMR 102—42.10, the
approved revised minimal value will be
published in an FMR Bulletin posted on
OGP’s website (www.gsa.gov/
foreigngifts).

Calculations using the consumer
prices over the past three years show
that the minimal value must increase
15.33 percent from its current $415,
which yields an amount of $478.62. As
in previous years, GSA is rounding the
amount to the nearest five dollar
increments.

Therefore, GSA is adjusting the new
minimal value to $480.00. Per FMR
102—42.10, an agency may, by
regulation, specify a lower value than

this Government-wide value for its
agency employees.

FMR Bulletin 52 is available at
https://www.gsa.gov/policy-regulations/
regulations/federal-management-
regulation/federal-management-
regulation-fmr-related-
files#PersonalPropertyManagement.

Krystal J. Brumfield,

Associate Administrator, Office of
Government-wide Policy.

[FR Doc. 2023—-05093 Filed 3—10-23; 8:45 am]
BILLING CODE 6820-14-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2023-N-0577]
Authorization 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
issuance of an Emergency Use
Authorization (EUA) (the Authorization)
under the Federal Food, Drug, and
Cosmetic Act (FD&C Act) for use during
the COVID-19 pandemic. FDA has
issued one Authorization for the drug
product KINERET (anakinra) as
requested by Swedish Orphan
Biovitrum AB (Sobi). The Authorization
contains, among other things,
conditions on the emergency use of the
authorized product. The Authorization
follows the February 4, 2020,
determination by the Secretary of Health
and Human Services (HHS) that there is
a public health emergency that has a
significant potential to affect national
security or the health and security of
U.S. citizens living abroad and that
involves a novel (new) coronavirus. The
virus, now named SARS-CoV-2, causes
the illness COVID-19. On the basis of
such determination, the Secretary of
HHS declared on March 27, 2020, that
circumstances exist justifying the
authorization of emergency use of drugs
and biological products during the
COVID-19 pandemic, pursuant to the
FD&C Act, subject to the terms of any
authorization issued under that section.
The Authorization, which includes an
explanation of the reasons for issuance,
is reprinted in this document.

DATES: The Authorization is effective as
of November 8, 2022.

ADDRESSES: Submit written requests for
a single copy of the EUA 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 Authorization may be sent.
See the SUPPLEMENTARY INFORMATION
section for electronic access to the
Authorization.

FOR FURTHER INFORMATION CONTACT:
Johanna McLatchy, 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, 301-796—-3200 (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 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. With this
EUA authority, FDA can help ensure
that medical countermeasures may be
used in emergencies to diagnose, treat,
or prevent serious or life-threatening
diseases or conditions caused by
biological, chemical, nuclear, or
radiological agents when there are no
adequate, approved, and available
alternatives (among other criteria).

II. Criteria for EUA Authorization

Section 564(b)(1) of the FD&C Act
provides that, before an EUA may be
issued, the Secretary of HHS must
declare that circumstances exist
justifying the authorization based on
one of the following grounds: (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 biological, chemical, radiological,
or nuclear agent or agents; (2) 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 U.S. military forces,
including personnel operating under the
authority of title 10 or title 50, U.S.
Code, of attack with (A) a biological,
chemical, radiological, or nuclear agent
or agents; or (B) an agent or agents that
may cause, or are otherwise associated
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with, an imminently life-threatening
and specific risk to U.S. military

forces; ! (3) a determination by the
Secretary of HHS 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 U.S. citizens living
abroad, and that involves a biological,
chemical, radiological, or nuclear agent
or agents, or a disease or condition that
may be attributable to such agent or
agents; or (4) the identification of a
material threat by the Secretary of
Homeland Security pursuant to section
319F-2 of the Public Health Service
(PHS) Act (42 U.S.C. 247d-6b) sufficient
to affect national security or the health
and security of U.S. citizens living
abroad.

Once the Secretary of HHS has
declared that circumstances exist
justifying an authorization under
section 564 of the FD&C Act, FDA may
authorize the emergency use of a drug,
device, or biological product if the
Agency concludes that the statutory
criteria are satisfied. Under section
564(h)(1) of the FD&C Act, FDA is
required to publish in the Federal
Register a notice of each authorization,
and each termination or revocation of an
authorization, and an explanation of the
reasons for the action. Under section
564(h)(1) of the FD&C Act, revisions to
an authorization shall be made available
on the internet website of FDA. Section
564 of the FD&C Act permits FDA to
authorize the introduction into
interstate commerce of a drug, device, or
biological product intended for use in
an actual or potential emergency when
the Secretary of HHS has declared that
circumstances exist justifying the
authorization of emergency use.
Products appropriate for emergency use
may include products and uses that are
not approved, cleared, or licensed under
sections 505, 510(k), 512, or 515 of the
FD&C Act (21 U.S.C. 355, 360(k), 360D,
and 360e) or section 351 of the PHS Act
(42 U.S.C. 262), or conditionally

1In the case of a determination by the Secretary
of Defense, the Secretary of HHS shall determine
within 45 calendar days of such determination,
whether to make a declaration under section
564(b)(1) of the FD&C Act, and, if appropriate, shall
promptly make such a declaration.

approved under section 571 of the FD&C
Act (21 U.S.C. 360ccc). FDA may issue
an EUA only if, after consultation with
the HHS Assistant Secretary for
Preparedness and Response, the
Director of the National Institutes of
Health, and the Director of the Centers
for Disease Control and Prevention (to
the extent feasible and appropriate
given the applicable circumstances),
FDA 2 concludes: (1) that an agent
referred to in a declaration of emergency
or threat can cause a serious or life-
threatening disease or condition; (2)
that, based on the totality of scientific
evidence available to FDA, including
data from adequate and well-controlled
clinical trials, if available, it is
reasonable to believe that: (A) the
product may be effective in diagnosing,
treating, or preventing (i) such disease
or condition; or (ii) a serious or life-
threatening disease or condition caused
by a product authorized under section
564, approved or cleared under the
FD&C Act, or licensed under section 351
of the PHS Act, for diagnosing, treating,
or preventing such a disease or
condition caused by such an agent; and
(B) the known and potential benefits of
the product, when used to diagnose,
prevent, or treat such disease or
condition, outweigh the known and
potential risks of the product, taking
into consideration the material threat
posed by the agent or agents identified
in a declaration under section
564(b)(1)(D) of the FD&C Act, if
applicable; (3) that there is no adequate,
approved, and available alternative to
the product for diagnosing, preventing,
or treating such disease or condition; (4)
in the case of a determination described
in section 564(b)(1)(B)(ii) of the FD&C
Act, that the request for emergency use
is made by the Secretary of Defense; and
(5) that such other criteria as may be
prescribed by regulation are satisfied.
No other criteria for issuance have
been prescribed by regulation under
section 564(c)(4) of the FD&C Act.

III. The Authorization

The Authorization follows the
February 4, 2020, determination by the

2The Secretary of HHS has delegated the
authority to issue an EUA under section 564 of the
FD&C Act to the Commissioner of Food and Drugs.

Secretary of HHS that there is a public
health emergency that has a significant
potential to affect national security or
the health and security of U.S. citizens
living abroad and that involves a novel
(new) coronavirus. The virus, now
named SARS—CoV-2, causes the illness
COVID-19. Notice of the Secretary’s
determination was provided in the
Federal Register on February 7, 2020
(85 FR 7316). On the basis of such
determination, the Secretary of HHS
declared on March 27, 2020, 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. Notice of the
Secretary’s declaration was provided in
the Federal Register on April 1, 2020
(85 FR 18250). Having concluded that
the criteria for issuance of the
Authorization under section 564(c) of
the FD&C Act are met, FDA has issued
the authorization for the emergency use
of a drug product during the COVID-19
pandemic. On November 8, 2022, FDA
issued an EUA to Sobi for the drug
product anakinra, subject to the terms of
the Authorization. The initial
Authorization, which is included below
in its entirety after section IV of this
document (not including the authorized
versions of the fact sheets and other
written materials), provides an
explanation of the reasons for issuance,
as required by section 564(h)(1) of the
FD&C Act. Any subsequent reissuance
of the Authorization can be found on
FDA’s web page at: https://
www.fda.gov/emergency-preparedness-
and-response/mcm-legal-regulatory-
and-policy-framework/emergency-use-
authorization.

1V. Electronic Access

An electronic version of this
document and the full text of the
Authorization is available on the
internet at: https://www.fda.gov/
emergency-preparedness-and-response/
mcm-legal-regulatory-and-policy-
framework/emergency-use-
authorization.

BILLING CODE 4164-01-P
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U.5,. FOOD & DRUG

AWMINISTRATION

November 8, 2022

Swedish Orphan Biovitrum AB
¢fo Advyzom LLC

Rula Ibrahim-Saker, PharmD
U.S. Agent

335 Snyder Ave.

Berkeley Heights, NJ' 07922

RE: Emergency Use Authorization 109
Dear Dr. Tbrahim-Saker:

This letter is in response to Swedish Orphan Biovitrum AB’s (Sobi) request that the Food and
Drug Administration (FDA or Agency)issue an Emergency Use Authorization (EUA) for the
emergency use of Kineret (anakinra) for the treatment of coronavirus disease 2019 (COVID-19)
in certain hospitalized patients, pursuant to-Section 564 of the Federal Food, Drug, and Cosmetic
Act (the Act) (21 U.S.C. §360bbb-3):

On February 4; 2020, pursuant to Section 364(b)(1)(C) of the Act; the Secrstary of the
Department of Health and Human Services (HHS) determined that there is a publichealth
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 virus that causes coronavirus disease
2019(COVID-19).! On the basis of such determination, the Secretary of HHS on March 27,
2020, declared that circumstances exist-justifving the authorization of emergéncy use of driigs
and biological products during the COVID-19 pandemic, pursuant to Section 564 of the Act (21
11.8.C. 360bbib-3), subject to terms of any authorization issued under that section.?

Kineretis an Interleukin-1 (IL-1) receptor antagonist. [L-1.is involved in inflammatory diseases
and additionally, IL-1 is linked to acute severe lang inflammiation in COVID-19. Kingret is FDA-
approved for several indications®; however, Kineret is not approved for the treatment of COVID-
19.

Based on the totality of scientific evidence available to FDA, including data from the clinical
trial SAVE-MORE (NCT04680949): a randomized, double-blind, placebo-controlled study to

VLS. Department of Health and Hutvan Services, Determination of @ Public Health- Emergency and Declararion
that Circumstarices Fxist Justifying Authorizations Pursuant 1o Section S64(b)-of the Féderul Food, Drug, dnd
Cosmietic Act, 21 ULS.C..§ 360bbb-3. February 4, 2020,

2U.S: Department of Health and Human Services, Declavation that Circumstances Exist Justifving duthovizations
Pursuant to Section 364(b) of the Federal Food, Drug, avd Cosmetic det, 21 US.C. §360b65-3,85 PR 18250
{April 1, 2020).

3 The FDA-approved labeling for Kineret (anakinra) may be found at:

o

Tittpss:/wrwor acoessdata fda povidropsasfia docs/label/2020/ 1039505 S 1891 pd
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evaluate the safety and efficacy of Kineret i adult (=18 yearg) patients with COVID-19
pricumonia who were at risk of developing severe respiratory failure, it is reasonable to believe

‘that Kineret may be effective for the treatment of COVID-19 in hospitalized adults with positive

resulis of direct SARS-CoV-2 viral testing with pneumonia requiring supplemental oxygen (low-
or high-flow oxygen) who are at risk of progressing to severe respiratory failure and likelv to
have an elevated plasma soluble urokinase plasminogen activator receptor {suPAR), as-desecribed
in the Scope of Authorization (Section I1), and when used under the conditions described in this
authorization, the kiown and potential benefits of Kineret outweigh the known and potential
risks of such product.

Having concluded that the criteria for issuance of this authorization under Section 564(c) of the
Actare met, 1 am authorizing the emergency use of Kineret for the treatment COVID-19 in
certain hospitalized adulis; as deseribed in the Scope of Authorization section of this letter
(Section IT) and subject to the terms: of this authorization.

I Criteria for Issuance of Authorization

Lhave concluded that the emergency use of Kinerst for the treatment of COVID-19, when
administered as described in the Scope of Authorization (Section IT), meets the criteria for
issuance of an authorization under-Section 564(cyof the Act, because:

1. SARS-CoV-2 can cause a serious of life-threatening diseage or condition, meluding
severg respiratory illness; to humans tofected by this virus;

2. Based on'the totality-of scientific evidence available to FDA, it is reasonable to believe
that Kinetet may be effsctive for the treatment of COVID-19 in hospitalized adults
with positive results of direct SARS-CoV-2 viral testing with pneumonia requiring
supplemental oxygen (fow- or high-flow oxygen) who are at risk of progressing 1o
severe respiratory failure and likely to have anelevated suPAR, as deseribed in the
Scope of Authorization (Section II), and that, when used under the conditions described
in this authorization, the known and potential benefits of Kineret outweigh the known
and potential risks of such product; and

3. There is'no adequate; approved, and available-alternative to the emergency useof
Kineret for the treatment of COVID-19 in hospitalized adults with positive results of
dirsct SARS-CoV=2 viral testing with piisuthonia requiring supplemental oxygen (low-
or high-flow oxygen) who are at risk of progressinng to severe regpiratory failure and
likely to have an elevated suPAR*® ‘

4 No other criteria of issuance have been prescribed by regulation under Section 564(c)(4) of the Act.

¥ Veklury (remdesivir), 2 SARS-Co V-2 tucleotide analog RNA polymerase inhibitor; is an FDA-approved
alternative for the treatntent of COVID-19 in hospitalized adults with pneumonia requiring supplemental oxygen
(low- or high-=flow oxygen) who are atrisk of progressing to severe respiratory fatlure, Veklury has demonstrated
antiviral gotivity against SARS-CoV-2; whereas Kinerét iy an 11-1 recéptor antagonist that bloeks the 11.-1 signaling
pathway, Wwhich is involved in inflammiatory discascs and thought to contribute to-inflammation and worsening of
COVID-19, offering a different mecharism of action, Olumiant (baricitinily), 2. Janus kinase (JAK) inhibitor, i an
FDXA-approved alternative fer the treatiment of COVID-19 i hospitalized adults with pnetmonia requiting
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1L Scope of Authorization

I have concluded, pursuant to Section 564(d)(1) of the Act, that the scope of this authorization is
limited as follows:

¢ Kineretmay only be used by healthcare providers to treat COVID-19 in hospitalized
adults with positive results of direct SARS-CoV-2 viral testing with pneumonia
requiring supplemental oxygen (low- or high-flow oxygen) who aré at figk for
progressing to severe respiratory Tailure and are likely to have an elevated suPAR.®

s The use of Kineret covered by this-authorization must be inaccordance with the
authorized Fact Sheets.

Product Description

The authorized Kineret is supplied in & single-use preservative free, prefilled glass syringe with a
29-gauge needle; Each prefilled glass syringe:containg 100 mg of Kineret per-0.67 mL. Kineret is
distributed in a 1 x 7 syringe dispensing pack containing 7 syringes (NDC 66638-234-07).
Kineret is to be administeréd by subcutaneous injection.

The-authorized storage and handhing information for Kineret 1§ mcluded inthe authorized Faet
Sheet for Healthcare Providers.

Kineret is authotized for emergency use with the following product-specific information required
to be made available to healthoars providers-and to patients and caregivers, réspectively, through
Sobi’s website at www KinerstRyHCP.conBEUA (referred to as the “authorized labeling™):

s Tact Sheet for Healtheare Providers: Emergency Use Authorization (EUA) for Kineret
@ Fact Sheet for Patients and Caregivers: Emergency Use Authorization (EUAY of Kineret
for Coronavirus Disease 2019 (COVID-19)

Thave concluded, pursuant to Section 364(d)(2) of the Act, that it is reasonable to believe that
the known and potential benefits of Kineret, when used forthe tréatment of COVID-19 and used,
in accordance with this Scope of Authorization (Section II), outweigh the known and potential
rigks.

1 have concluded, pursuant to Section 564(d)(3) of the Act, based on the totality of scientific
evidence available to FDA, that it is reasonable to believe that Kineret may be effective forthe

supplemental oxygen and noninvasive ventilation, Kineret offers an alternative mechanism of action as an IL-1
receptor-antagonist, IL-1 is another component of the complex hyperinflanmatory response thought to contribute to
worsening of COVID-19. Inaddition, Kineret has a subcutaneous route of administration; whereas, Olumiant is
available as tablets, offering an alternative route of administration to some patients who are hospitalized (e.g. for
patients-who are unable to-swallow tablets).

8 See Section 1.1 of the authorized Fact Sheet for Healthcare Providers for criteria to identify patients whoare at risk
of progressing to severe respiratory failure and likely to have an glevated suPAR.
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treatment of COVID-19 when used in accordance with this Scope of Authorization (Section II),
pursuant to Section 364(e)(2)(A) of the Act.

Having reviewed the scientific information available'to FDA,; including the information
supporting the conclusions deseribed in Section Labove, Lhave concluded that Kineret (as
deseribed in this Scope of Authorization (Section II)) meets the eriteria set forth in: Section 564(c)
of the Act concerning safety and potential effectiveness.

The emergency use of Kineret under this EUA must be consistent with, and may notexceed, the
terms of'the Authorization, including the Scope of Authorization (Section II) and the Conditions
of Authorization (Section III). Subject to the terms of this EUA and underthe circumstances set
forth in the Secretary of HHS's-determination under Section 564(bY(1)(C) described above and
the Secretary of HHS s corresponding declaration under Section 564(b)(1), Kineret is.authorized
for the treatment of COVID-19 in hospitalized adults with positive results of direct SARS-CoV-2
viraltesting with pneumonia requiring supplemental oxygen (low= or high-flow oxygeny who are
at risk for progressing to severe respiratory failure and are likely to have an elevated suPAR, as
described in the Scope-of Authorization (Section Iy under this EUA, despite the fact that it does
not meet certain requirements otherwise required by applicable federal law.

Hi.  Conditions of Authorization
Puisuant to Section 564 of the Act, Tan establishing the following cenditions o this authorization:

Sobi and Authorized Distributors’

A. Sobi and authorized distributor(s) will snsure that Kingret is distibuted and the authotized
labeling (1.e., Fact Sheets) will be made available to healthicare facilities and/or healthcare
providers as described in Section 11 of this Letter-of Authorization.

B. Sobi and authorized distributor(s) will ensure that appropriate storage is maintained until
the product is delivered to healthcare facilities-and/or healthcare providers.

C. ‘Sobi and autherized distributor(s) will ensure that the terms of this EUA-are made available
to-all relevant stakeholders {e.g., ULS. govemnment agencies, state and local government
authorities, authorized distributors, healthcare facilities, healthcare providers) involved in
distributing or receiving Kineret. Sobi will provide to all relevant stakeholders 4 copy of
this Letter of Authorization and ¢onumunicate any subsequent amendments that might be
made to this Letter-of Authorization and its authorized accompanying materials (i.e., Fact
Sheets):

D -Sobi miay-request changes to this atthorization, including to the authorized Fact Sheets for
Kineret, Any request for changes to this EUA must be submitted to the Office of

7 “Autherized Distributor(s)”™ are ideéntified by Sobi & art éftity or aitities allowed to distribute the atthorized
Kineret:
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Immunology and Inflammation/Office of New Drugs/Center for Drug Evaluation and
Research. Suich changes require appropriate authorization prior to implementation,

E. ‘Sobimay develop and disseminate instructional and educational materials (e.g:; materials
previding information on product administration-and/or patient monitoring) that are
congsistent with the authorized emergency use-of Kineret as deseribed in this Letter of
Authorization and authorized labeling, without FDA ¢ review and concurrence, when
necessary to meet public health needs. Any instructional and educational materials that are
inconsistent with the authorized labeling for Kineret are prohibited. If the Agency notifies
“Sobi that any instructional and educational materials are inconsistent with the authorized
labeling; Sobi must cease distribution of such instructional and educational materials:
Furthermore, as part of its notification, the Agency may also require Sobi to issue
corrective communication(s).

F. Sobi will report to FDA all serious adverse events and medication errors potentially related
to Kineret use that are reported to Sobi using either of the following eptions.

Option 1: Submitreports through the Safety Reporting Portal (SRP) as described on the FDA
SEF web page.

Option 2: Submit reports-directly through the Flectronic Submissions Gateway (ESG) as
described on'the FAERS electronic submissions web page.

Submitted reports vnder both options must. state: “Kineret: use for COVID-19 under
Emergency Use Authorization (EUA).” Forreports submitted under Option 1, include this
language at the beginning of the question “Describe Event” for further analysis. For reports
submitted under Option 2, include this language at the beginning of the “Case Narrative™
field.

G, All manufacturing, packaging, and testing sites for both drug substance and drug product
used for EUA supply will comply with current good manufacturing practice requirements
of Section 301(a)}2)B) of the Act.

H. Sobi will submit information to the Agency within three working days of receipt of any
information concerning significant quality problems with drug product distributed under
this EUA for Kineret that includes the following:

® The following types of revisions may be authorized without réissuing this letter: (1) changes to the authorized
labeling; {2) non-substantive editorial corrections to this letter; (3) new types of authorized labeling, ricluding new
fact sheets; (4) new carton/container labels; (5) expiration dating extensions; (6) thanges to manufacturing
processes; including tests or other authorized components of manufacturing; (7) new eonditions of authorization to
require data collection or study; (8) new strengths of the authorized product, new product sources (eg, of active
pharmageutical ingredient) or of product components. For changes to the authorization, including the authorized
labeling, of the type listed i1 (3), (6}, (7); or (8), review and concurrencs is required from the Counter-Terrorism and
Emergency Coordination Staft/Office of the Center Director/CDER and the Office of Counterterrorism and
Emerging Threats/Office of the Chief Scientist.
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e Informiation concerning any incident that causes the drug product or its labeling
to be mistaken for, or applied to, another-article; or

s Information concerning any microbiological contamination; or any significant
chemical, physical, or other change or deterioration in the distributed drug
product, orany failure of one ormore distributed batches of the product to-meet
the established specifications.

T a significant quality problemiaffects unreleased product and may-also impact product(s)

previously released and distributed, then information must be submitted for all potentially
mmpacted lots.

Sobi will inchude in its notification to the Agenicy whether the batch; or batches; in question
will be recalled.

If not included 1o its-initial notification, Sobi must submit information confirming that
Sobi hays identified the root cause of the significant quality problems; faken corrective
action, and provide a justification confirming that the corrective action is appropriate
and effective. Sobi must submit this‘information as soon as possible but no later than
45 calendar days from the initial notification.

Sobi will manufacture Kineret to meet all quality standards and per the manufacturing
process.and control strategy as detatled in Sobi’s EUA request. Sobi will not implement
any changes to the description of the product, manufacturing process; facilities and
equipment, and elsments of the associated control strategy that assure process performance
and quality of the authorized product, without notification to and concurrence by the
Ageney as . described under Condition D

Through a process of inventory control, Sobi-and authorized distributor(s) will maintain
records regarding distribution of Kineret (i.e., lot numbers, quantity, receiving site, receipt
date).

K. ‘Sobimust provide the following information to the Agency:

1. Sobi will provide the necessary data and/or mformation validating the use of the
alternative patient identification method to suPAR® at baseline i patients with
positive dirsct SARS-CoV-2 viral testing, who are hospitalized, requiring
oxygen, with-evidence of COVID-19 pneumonia. Sobi-will pre-specify the
analyses to examine the correlation, sensitivity, specificity, positive predictive
value, and negative predictive valug, between suPAR and the alternative patient
identification method, Sobi must submit a data analysis plan no later than
January 31, 2023. Sobi must submit a final analysis report no later than May 31,
2023.

Sobi will provide the data and/or information necessary to support the
submission of a marketing application under the appropriate regulatory
pathway, as determined by the Center for Devices and Radiological Health

[

¥ Supra at Note 6.
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{CDRH), fora suPAR test for commercial use inthe United States. Sobi has
agreed to submit a marketing application to CDRH no later than January 31,
2025.

L. Sobi and authorized distributor(s) will make available'to FDA upon request any records
maintained in connection with this EUA.

Healtheare Facilities to Whom Kineret Is Distributed and Healtheare Providers Admmistenine Kineret

M. Healthcare facilities and healtheare providers will ensure that they are aware of the Letter
of Authorization, and the terms herein, and that the authorized Fact Shests are made
available to lealthcare providers and to patients and caregivers, respectively, throngh
appropriate means, prior to administration of Kineret ag described in the Scopeof
Authorization (Section I1) under this EUA,

N. Healthoare facilities and healthcare providers receiving Kinéret will track all seiious
adverseevents and medication errors that are considered to be potentially related 1o Kiniret
use and must report these to FDA in accordance with the Fact Sheet for Healthears
Providers. Complete and submiit-a MedWatch form (www fda.gov/medwateh/report him),
or complete-and submit FDA Forny 3500 (health professional) by fax (1-800-FDA-0178).
(these forms can be found via link above). Call 1-800-FDIA- 1088 for questions. Submitted
reports must state, “Kineret use for'COVID-19 under Emergency Use Authorization” at the
beginning of the question “Describe Event” for further analysis. A copy of the completed
FDA Form 3500 must also be provided to Sobi per the instructions: in the-authorized
labeling:

O. Healthcare facilities and healthcare providers will snsure that appropriate storage is
maintained until the product is administered consistent with the terms of this letter and the
authorized labeling.

P. Through a process of inventory control, hiealtheare facilities will maintain recordd régarding
‘the dispensing and admiristration of Kineret for the use authorized in this Tetter (ie., Iot
numbers, quantity; receiving site, receipt date), product storage, and maintain patient
information (e.g., patient name, age, disease manifestation, number of doses administered
per patient, other drugs administered).

Q. Healtheare tacilities will ensure that any records associated with this EUA are maintaingd
until notified by Sobi and/or FDA. Such records will be'made-available to Sobi, HHS, and
FDA for inspection uponrequest.

Conditions Related to Printed Matter, Advertising: and Promotion

R. Alldescriptive printed matter, advertising, and promotional materials relating to the useof
Kineret under-this authorization shall be consistent with the authorized labeling, as well as
theteris set forth in this EUA, and meet the requirements set forth in Section 502(a) and
() of the Act, as applicable, and FDA implementing regulations. Referenices to “approved
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labeling”, “permitted labeling”, or similar terms. in these requirements shall be understood
toyefer to the authorized labeling for the use of Kineret under this authorization. In
addition, such materials shall:

¢  Be tailored to the intended audience.

& Not take the form of remmder advertisements, asthat tern 18 described in 21
CFR 202 (e ¥2)(1), 21 CFR 200.200and 21 CFR 201.100(f).

s Present the same risk information relating to the major side effects and
contraindications concurrently in the audio and visual parts of the presentation
for-advertising and promotional materials in-audio-visual format.

e Beaccompanied by the authorized labeling, if the promotional materials are not
subject to Section 502(n) of the Act.

s Besubmitted to FDA accompanied by Form FDDA-2253 for consideration at
least 14 calendar days prior to:initial dissemination or first uge.

S. Sobi may disseminate descriptive printed matter, advertising, and promotional materials
relating to the emergency use of Kineret that provide accurate descriptions of safety
results-and efficacy results on a clinical endpoint(s) from the clinical trial(s) summarized
' the authorized labeling. Such materials must include any limitations of the clinical
trial data as described in the authorized labeling. ‘Sobi may not imply that Kineret is
FDA-approved for its authorized use by making statements such as“Kineret is safe-and
effective for the treatment of COVID=19."

T. All descriptive printed matter; advertising, and promotional material, relating to the use of
Kineret under this authorization clearly and conspicuously shall state that:

&

Kineret has not been approved, but has been-authorized foremergency
use by FDA under an EUA, for the treatment of COVID-191n
hospitalized adults with positive results of direct SARS-CoV-2 viral
testing with pneumonia requiring supplemental oxygen (fow- or high-
flow oxygen) who are at risk of progressing to severe respiratory failare
and likely to have an elevated suPAR; and

The emergency use of Kineret is only authorized for the duration of the
declaration that circumstances exist justifying the authorization of the
smergency use of drugs and biological products during the COVID-19
pandernic under Section 564(b)(1) of the Act, 21 U.S.C. § 360bbb-
3(b)(1), unless the declaration is terminated or anthorization revoked
Sooner.

I the Agency notifies Sobi that any descriptive printed maiter, adverlising, or promotional materials
do not meet the terms set forth in Conditions R through T of this EUA, Sobi must cease distribution
of such-descriptive printed matter; advertising, or promotional materials in-accordance with the
Agency’s notification. Furthermore, as part of its notification, the Agency may also require Sobi to
issue corrective communication(s).
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v,

Duration of Authorization

This BEUA will be effective until the declaration that eircumstances exist justifying the
authorization of the smergency use of drugs and biological products during the COVID-19
pandemic is terminated under Section 364(b)}2) of the Act or the BUA is revoked under Section

S6d4(g) of the Act.

Dated: March 7, 2023.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 2023-05073 Filed 3-10-23; 8:45 am]
BILLING CODE 4164-01-C

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2023-N-0655]

Gastrointestinal Drugs Advisory
Committee; Notice of Meeting;
Establishment of a Public Docket;
Request for Comments

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice; establishment of a
public docket; request for comments.

SUMMARY: The Food and Drug
Administration (FDA) announces a
forthcoming public advisory committee
meeting of the Gastrointestinal Drugs
Advisory Committee. The general
function of the committee is to provide
advice and recommendations to FDA on
regulatory issues. The meeting will be
open to the public. FDA is establishing
a docket for public comment on this
document.

DATES: The meeting will be held
virtually on May 19, 2023, from 9 a.m.
to 5 p.m. Eastern Time.

ADDRESSES: Please note that due to the
impact of the COVID-19 pandemic, all
meeting participants will be joining this
advisory committee meeting via an
online teleconferencing platform.
Answers to commonly asked questions
about FDA advisory committee
meetings, including information

Sincerely,

winef B s

Patrizia Cavazzoni, M.D.
Director

Center for Ditg Bvaluation and Ressarch
U8, Food and Drug Administeation

regarding special accommodations due
to a disability, may be accessed at:
https://www.fda.gov/
AdvisoryCommittees/AboutAdvisory
Committees/ucm408555.htm.

FDA is establishing a docket for
public comment on this meeting. The
docket number is FDA-2023-N-0655.
Please note that late, untimely filed
comments will not be considered. The
docket will close on May 18, 2023. The
https://www.regulations.gov electronic
filing system will accept comments
until 11:59 p.m. Eastern Time at the end
of May 18, 2023. Comments received by
mail/hand delivery/courier (for written/
paper submissions) will be considered
timely if they are received on or before
that date.

Comments received on or before May
5, 2023, will be provided to the
committee. Comments received after
that date will be taken into
consideration by FDA. In the event that
the meeting is canceled, FDA will
continue to evaluate any relevant
applications or information, and
consider any comments submitted to the
docket, as appropriate.

You may submit comments as
follows:

Electronic Submissions

Submit electronic comments in the
following way:

e Federal eRulemaking Portal:
https://www.regulations.gov. Follow the
instructions for submitting comments.
Comments submitted electronically,
including attachments, to https://
www.regulations.gov will be posted to
the docket unchanged. Because your
comment will be made public, you are
solely responsible for ensuring that your
comment does not include any
confidential information that you or a

third party may not wish to be posted,
such as medical information, your or
anyone else’s Social Security number, or
confidential business information, such
as a manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
comments, that information will be
posted on https://www.regulations.gov.
¢ If you want to submit a comment
with confidential information that you
do not wish to be made available to the
public, submit the comment as a
written/paper submission and in the
manner detailed (see “Written/Paper
Submissions’ and “Instructions”).

Written/Paper Submissions

Submit written/paper submissions as
follows:

e Mail/Hand Delivery/Courier (for
written/paper submissions): Dockets
Management Staff (HFA-305), Food and
Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852.

e For written/paper comments
submitted to the Dockets Management
Staff, FDA will post your comment, as
well as any attachments, except for
information submitted, marked and
identified, as confidential, if submitted
as detailed in “Instructions.”

Instructions: All submissions received
must include the Docket FDA-2023—-N—
0655 for “Gastrointestinal Drugs
Advisory Committee; Notice of Meeting;
Establishment of a Public Docket;
Request for Comments.” Received
comments, those filed in a timely
manner (see ADDRESSES), will be placed
in the docket and, except for those
submitted as “Confidential
Submissions,” publicly viewable at
https://www.regulations.gov or at the
Dockets Management Staff between 9
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