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updates to the form to remove a
reporting line-item reference that was
associated with an expired program
expenditure and minor edits to the
instructions and formatting to better the
presentation of the document.

DATES: Comments due within 30 days of
publication. OMB must make a decision
about the collection of information
between 30 and 60 days after
publication of this document in the
Federal Register. Therefore, a comment
is best assured of having its full effect

if OMB receives it within 30 days of
publication.

ADDRESSES: Written comments and
recommendations for the proposed

information collection should be sent
within 30 days of publication of this
notice to www.reginfo.gov/public/do/
PRAMain. Find this particular
information collection by selecting
“Currently under 30-day Review—Open
for Public Comments” or by using the
search function. You can also obtain
copies of the proposed collection of
information by emailing infocollection@
acf.hhs.gov. Identify all emailed
requests by the title of the information
collection.

SUPPLEMENTARY INFORMATION:
Description: Grantees of the TANF

program are required by statute to report

financial data on a quarterly basis. Form

ANNUAL BURDEN ESTIMATES

ACF-196T is used by tribal agencies
administering the TANF program to
report these quarterly expenditure data
and to request quarterly grant funds.
Failure to collect the data would
seriously compromise the Office of
Family Assistance and ACF’s ability to
monitor TANF expenditures and
compliance with statutory requirements.
These data are also needed to estimate
outlays and to prepare reports and
budget submissions for Congress.

Respondents: Tribal agencies
receiving a direct grant from OFA to
administer a TANF program.

Annual
Total Average
Instrument number of reg“&g%rsder burden hours Annuhaolubrgrden
respondents rer;ponderﬁ)t per response
TANF Financial Report, FOrm ACF—196T .......cccccoiiiiiiiiiieeeeee e 51 4 15 306

Estimated Total Annual Burden
Hours: 306.

Authority: Social Security Act,
Section 409 and 411; 45 CFR 286.245—
286.285.

Mary B. Jones,

ACF/OPRE Certifying Officer.

[FR Doc. 2022-28423 Filed 12-29-22; 8:45 am]
BILLING CODE 4184-36-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2022—-N-2375]
Authorization of Emergency Use of an

In Vitro Diagnostic Device in Response
to an Outbreak of Mpox; 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) in response to
an outbreak of mpox. FDA has issued an
Authorization for an in vitro diagnostic
device as requested by Roche Molecular
Systems, Inc. The Authorization
contains, among other things,
conditions on the emergency use of the
authorized product. The Authorization
follows the August 9, 2022,
determination by the Secretary of Health
and Human Services (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 monkeypox virus. On the basis
of such determination, the Secretary of
HHS declared, on September 7, 2022,
that circumstances exist justifying the
authorization of emergency use of in
vitro diagnostics for detection and/or
diagnosis of infection with the
monkeypox virus, including in vitro
diagnostics that detect and/or diagnose
infection with non-variola
Orthopoxvirus, pursuant to the FD&C
Act, subject to 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 15, 2022.

ADDRESSES: Submit written requests for
a single copy of the EUA to the Office
of Counterterrorism and Emerging
Threats, Food and Drug Administration,
10903 New Hampshire Ave., Bldg. 1,
Rm. 4338, 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:
Jennifer Ross, Office of Counterterrorism
and Emerging Threats, Food and Drug

Administration, 10903 New Hampshire
Ave., Bldg. 1, Rm. 4332, Silver Spring,
MD 20993-0002, 301-796—8510 (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


http://www.reginfo.gov/public/do/PRAMain
http://www.reginfo.gov/public/do/PRAMain
mailto:infocollection@acf.hhs.gov
mailto:infocollection@acf.hhs.gov
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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
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.

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.

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), 360b,
or 360e) or section 351 of the PHS Act
(42 U.S.C. 262), or conditionally
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.

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.

II1. The Authorization

The Authorization follows the August
9, 2022, 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 monkeypox virus.
Notice of the Secretary’s determination
was provided in the Federal Register on
August 15, 2022 (87 FR 50090). On the
basis of such determination, the
Secretary of HHS declared, on
September 7, 2022, that circumstances
exist justifying the authorization of
emergency use of in vitro diagnostics for
detection and/or diagnosis of infection
with the monkeypox virus, including in
vitro diagnostics that detect and/or
diagnose infection with non-variola
Orthopoxvirus, 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 September 13, 2022 (87 FR
56074). On October 7, 2022, having
concluded that the criteria for issuance
of the Authorization under section
564(c) of the FD&C Act are met, FDA
issued an EUA to Roche Molecular
Systems, Inc. for the cobas MPXV for
use on the cobas 6800/8800 Systems
(cobas MPXV), subject to the terms of
the Authorization. The 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 revision to 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


https://www.fda.gov/emergency-preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-authorization
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U.6. FOOD & DRUG

ATMINISTRATION

November 15, 2022

Michael Lynch

Manager, Regulatory Affairs
Roche Molecular Systems, Inc.
4300 Hacienda Drive
Pleasanton, CA 943588

Device: cobas MPXV for use on the cobas 6800/8800 Svstems {cobas
MPXV)

EUA Number: EUA220459

Company: Roche Molecular Svsterns, Inc.

Indication: This test is authorized for the qualitative detection of DNA from

monkeypox virus (MPXV, clade 1711} in human lesion swab
specimens (i.e., swabs of acute pustular or vesicular rash) from
individuals suspected of monkevpox virus infection by their
healthcare provider.

Emergency use of this test is limited to authorized laboratories.

Authorized Laboratories: Laboratories certified under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA), 42 U.8.C. §263a, that meet the
requirements to perform moderate or high. complexity tests.

Dear Mr. Lyvnch:
This letter is in resporise to vour?® request that the Food and Drug Administration (FDA) issue
an Emergency Use Authorization (EUA) for emergency use of vour product,” pursuant lo

Section 564 of the Federal Food, Drug, and Cosmetic Act {the Act) (21 U.8.C. §360bbb-3).

On August 9, 2022, pursuant to Section 564(b)} 1)(C) of the Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is a public health

1 On August 12, 2022, following a meeting convened by the World Health Organization { WHO) monkeypox virus
variants were renamed to alipn with current best practices under the International Classification of Discases and the
WHO Family of International Health Related Classifications (WHO-FIC), This letter will refer 1o the former Congo
Basin (Central African) clade as clade one (1) and the former West Afiican clade as clade two (I1). Refer to:
https:Awww who inVnews/iter/1 2-08-2022-monkeypox--experis-give-virug-variis-new-namss.

2 For ease-of reference, this letter will use the term “you” and related terms to refer to Roche Molecular Systems,
Inc.

3 For ease of reference, this letter will use the term “vour product™ to refer fo the cobas MPXV for use on the cobas
6800/8800 Systerms {cobas MPXVYy used for the indication identified above.
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emergency, or a significant potential for a public health emergency, that affects orhas a
significant potential to-affect national security or the health and security of United States
citizens living abroad that involves monkeypox virus.* Pursuant to Section 364 of the Act, and
on the basis of such determination, the Secretary of HHS then declared.on September 7, 2022
that circumstances exist justifying the authorization of emergency use of in vitro diagnostics for
detection and/or diagnosis of infection with the monkeypox virus, including in-vitro diagnostics
that detect and/or diagnose infection with non-variola Orthopoxvirus, subject to the terms of
any authorization issued under Section 564(a) of the Act.?

FDA considered thetotality of scientific information available in authorizing the emergency use
of'your product for the indication above. A summary-of the performance information FDA
relied upon is contained in the “cobas MPXV Qualitative assay for use on the cobas 6800/8800
Systems” Instructions for Use. There is.an FDA-cleared test for the qualitative detection of non-
variola: Orthopoxvirus, that includes monkeypox virus, but this is not an adequate and available
alternative to your product.’

Having concluded that the eriteria for issuance of this authorization under Section 364(¢c) of the
Act are inet, I am authorizing the emergency use of your product, described in the Scope of
Authorization of this letter (Section II), subject to the terms of this-autherization.

L. Criteria for Issuance of Authorization

Thave concluded that the emergency use of your product meets the criteria for issuance of an
authorization under Section 564(c) of the Act, because T have concluded that:

1. The monkeypox virus ¢can cause a serious or life-threatening disease or condition, to
humans infected by this virus;

2. Based on the totality of scientific evidence available to FDA, it'is reasonable to believe
that your product may be effective in diagnosing infection with the monkeypox virus; and
that the known and potential benefits of your product when used for diagnosing
monkeypox virus, outweigh the known and potential risks of your product; and.

3. There is no-adequate, approved, and available alternative to the emergency use of your
7
product.’

% 87 FR 50090 (August 15, 2022)

5 87 FR-56074 {September 13, 2022

® To date, the FDA-cleared CDC Non-variola Ortfiopoxviris Real-tinge PCR Primer and Probe Set (Praduct Code:
PBK; DENO70001, KT81205,K221658, K221834, K222558) is the only test available-in the United States with
FDA clearance for the detection of non-variola Orthopoxvirus DNA, including vaccinia, cowpox, monkeypox-and
ectromelia viruses at varying concentrations. Available information indicates that timely-detection of monkeypox
cases in the United States requires wide availability of diagnostic testing to control the spread of this contagious
infection and there is currently-a need for additional diagnostic testing for monkeypox virus-in the United States:
7No other criterta.of issuance have been prescribed by regulation under-Section 564(c)(4) of the Act.
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I1. Scope of Authorization

I'have concluded, pursuant to Section 564(d)(1) of the Act, that the scope of this authorization is
Limited to the indication above.

Authorized Product Details

Your product is a real-time PCR assay intended for the qualitative detection of DNA from
monkeypox virus (MPXV, clade I/IT) in human lesion swab specimens(i.e.; swabs of acute
pustular or vesicular rash) from individuals suspected of monkeypox-infection by their healthcare
provider. Testing is limited to laboratories certified under the Clinical Laboratory Improvement
Améndments of 1988 (CLIA), 42 U.S.C. §263a, that meet the requiréments to perform moderate
or high complexity tests.

Results -are for the identification of monkeypox virus (clade I/IT) DNA which is generally
detectable in human pustular or-vesicular lesion specimens during the acute phase of infection.
Positive results are indicative of the presence of monkeypox virus (clade I/II) DNA; clinical
correlation with patient history and other diagnostic information is fiecessary to determine patient
infection status. Positive results do not rule out bacterial infection or co-infection with other
viruses. The agent detected may not be the definite cause of disease. Negative results obtained
with this:device do. not preclude monkeypox virus (clade I/IT) infection and should not be used as
the sole basis for treatment or other patient management decisions. Negative results must be
combined with clinical observations, patient history, and epidemiological information.

The cobas MPXV is to be used with the cobas 6800/8800 Systems, or other authorized
instroments (as may be reéquested under Condition O. below) which is based on fully automated
sample preparation (nucléic acid extraction and purification) followed by PCR amplification and
detection. Automated data management is performed by the cobas 6800/8800 software: The
cobas MPXV includes the materials (or other authorized materials as may be requested under
Condition O. below) described in the “cobas MPXV Qualitative assay for use on the cobas
6800/8800 Systems” Instructions for Use.

Your product requires control materials (or other authorized control materials as may be

requested under Condition O. below) that are described in'both of the Instructions for Use. Your
product also requires the use of additional authorized materials and authorized ancillary reagents
that are not included with your product and are described in the Package Inserts described below.

The labeling entitled “cobas MPXV Qualitative assay f01 use on the coba@ 6 SOOf 8800 Systems™
Instructions for Use (available at hitps:/fwvww.fdagov/ :
authorizations-medical-devices/monkevpox-emereency-use-authorizations-medical-devices), the
Product Information Card (PIC), and the following fact sheets pertaining to the emergency use,
are tequired to be made available as set forth in the Conditions of Authorization (Section IV),
and are collectively referred to as “authorized labeling™:

o Fact Sheet for Healthcare Providers: Roche Molecular Systems, Inc. —cobas MPXV
o Fact Sheet for Patients: Roche Molecular Systems, Inc. —cobas MPXV


https://www.fda.gov/medical-devices/emergency-use-authorizations-medical-devices/monkeypox-mpox-emergency-use-authorizations-medical-devices
https://www.fda.gov/medical-devices/emergency-use-authorizations-medical-devices/monkeypox-mpox-emergency-use-authorizations-medical-devices
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The above described product; when accompanied by the authorized labeling provided as set forth
in the Conditions of Authorization (Section 1V), is authorized to be distributed to and used by
authorized laboratories under this EUA, despite the fact that it does not meet certain
requirements otherwise required by applicable federal law.

T'have concluded, pursuant to Section 364(d)(2) of the Act, that it is reasonable to believe that
the known and potential beriefits of your product, when used consistent with the Scope of
Authorization of this letter (Section II), outweigh the known and potential risks of your product.

I have concluded, pursuant to Section 364(d)(3yof the Act, based on the totality of scientific
evidence available to FDA, that it is reasonable to believe that your product may be effective in
diagnosing inféction with the monkeypox virus, when used consistent with the Scope of
Authorization of this letter (Section II), pursuant to Section 364{c)(2)(A) of the Act,

FDA has reviewed the scientific information available to FDA, including the information
supporting the conclusions described in Section I above, and concludes that your product (ds
described in the Scope of Authorization of this letter (Section I1)) fiveets the criteria set forth in
Section 564(c)y of the Act concerning safety and potential effectiveness.

The emergency use of vour product-under this EUA must be consistent with, and may not
exceed, the terms of this letter, including the Scope of Authorization (Section I}y and the
Conditions of Authorization (Section IV). Subjectto the terms of this EUA and under the
circumstances seét forth in the Secretary-of HHS's determination under Section 364(bY(1XC) of
the Act described above and the Secretary of HHS s corresponding declaration under Section
564(b)X(1) of the Act, vour product is authorized for the-indication above.

111 Waiver-of Certain Requirements
T'am waiving the following requirements for your product during the duration of this EUA:

¢ Current-good manufacturing practice requirements, including the quality system
requirements under 21 CFR Part 820 with respect to the design, manufacture,
packaging, labeling, storage, and distribution of vour produet, but excluding Subpart
H (Aceeptance Activities, 21 CFR 820.80:and 21 CFR 820.86), Subpart |
(Nonconforming Product, 21 CFR 820.90), Subpart O (Statistical Techniques; 21
CFR 820.250).and Subpart M (Complaint Files, 21 CFR 820.198).

IV. Conditions of Authorization

Pursuant to Section 564(e) of the Act, I am establishing the following conditions on this
authorization:
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Roche Molecular Systems, Ine. (You) and Authorized Distributor(s)®

A,

G.

H.

Your product must comply with the following labeling requirements pursuant to FDA
regulations: the intended use statement (21 CFR 809.10(a)2). (b)(2)); adequate
directions for use (21 U.8.C. 352(f)), (21 CFR 809.10(b)(5), (7); and (8)); appropriate
limitations on the use of the device including information required under 21 CFR
809.10(a)(4); and any available irfformation regarding performance of the device,
including requirements under 21 CFR 809,10(b)(12).

Your product must comply with the following quality system requirements pursuant to
FDA regulations: 21 CFR 820 Subpart H (Acceptance Activities, 21 CFR 820.80 and 21
CFR 820.86), Subpait I (Nonconforming Product, 21 CFR 820.90), Subpart O (Statistical
Techniques, 21 CFR 820.250), and Subpart M (Complaint Files, 21 CFR 820.198).

You and authorized distributor(s)y must make your product available with the
authorized labeling to authorized laboratories.

. You and authorized distributoi{s)y must make available on your website(s) the

authorized labeling.

You and authorized distributor(s) miust include.a physical copy of the authorized
Product Information Card with each shipped product to.authorized laboratories, and
must make the authorized “cobas MPXV Qualitative assay for use on the:cobas
6800/8800:Systems” Instructions for Use electronically available with the opportunity
to-request a-.copy in paper form; and after-such request, you must promptly provide the
requested information without additional cost.

You and authorized distributor(s) must inform authorized laboratories and relevant
public health authorities of this EUA, including the terms and conditions herein, and
any updates made-to your product and authorized labeling.

Through aprocess of mventory control, vou and authorized distributor(s) must maintain
records of the authorized laboratories to which your product is distributed and the number
of your product distributed.

You and authorized distributor(s) must collect information on the performance of your
product. You must report any significant deviationis frony the established performance
characteristics of your product of which you become-aware to the Divigion of
Microbiology (DMD)/Office-of Health Technology 7.(OHT7): Office of In Vitro
Diagnostics /Office of Product Evaluation and Quality {OPEQ)/Center for Devices and
Radiological Health (CDRH) (via email: CDRH-EUA-Reporting@fdahbs.gov).

You and authorized distributor(s) are-authiorized to make available additional
information relating to the emiergency use of your product that is consistent with, and

&« Authorized Distributor(s)” are identified by you, Roche Molécular Systems; Inc;, i your EUA submission 85 an
entity allowed to distribute your product:


mailto:CDRH-EUA-Reporting@fda.hhs.gov
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does notexceed, the terms of this letter-of authorization.

Roche Molecular Systems, Inc. (You)

L

M.

You must register-and list consistent with 21 CFR Part 807 within one month of this
fetter.

. You must notify FDA of any authorized distributor(s) of vour product, including the

name, address, and phone number of any authorized distributor(s).

You must have a signed agreement with each authorized distributor that distribution of
the authorized product must be consistent with this Letter-of Authorization.

If requested by FDA, you must submit- associated documents and records related to your
quality system for FDA review within 48 hours of the request.

. You must provide authorized distributor(s) with.a copy of this EUA and cominunicate to

authorized distributor(s) any subsequent amendments that might be made to this EUA
and its-authorized accompanying materials (e.g., Fact Sheets),

. Youmay request modifications 1o this EUA for your product, including to the Scope of

Authorization (Section ITin this letter) orto the authorized labeling, including requests to
make available additional authorized labeling specific to an authorized distributor. Such
additional labeling may use:another name for the product but otherwise must be
consistent with the authorized labeling, and not exceed the terms of authorization of this
letter. Any request for modification to this EUA should be submitted to
DMD/OHT7/OPEQ/CDRH and require appropriate authorization from FDA.

Youmust have lot release procedures and the ot release procedures; including the study
design and statistical power, must ensure that the tests released for distribution -have the
clinical and analytical performance claimed in the authorized labeling.

. I requested by FDA, you must submit lot release procedures to FDA, including sampling

protocols, testing protocols; and acceptance criteria, that you use to.release lots of your
product for distribution in the U.S. If such lot release procedures are requested by FDA,
you must provide it within 48 hours of the request.

Youmust evaluate the analytical Timif of detection and assess traceability of your
product with any FD A-recommended reference material(sy if requested by FDA.? After
submission to and concurrence with the data by FDA, you must update your labéling to
reflect the additional testing. Such labeling updates will be made in consultation with,
and require concurrence of, DMD/OHT7/OPEQ/CDRH.

® Traceability refers to tracing analytical sersitivity/teactivity back to ah FDA-recommended reference material.
FDA may request, for-example, that you perform this study in the event that we receivé reports of adverse events
concerning your product:
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S.

UL

V.

Youmust have a process-in place to track adverse and report to FDA pursuant to 21
CFR Part 803.

Youmust evaluate the impact of monkeypox viral mutations-on your produet’s
performance. Such evaluations must occur-on an ongoing basis and must include any
additional data analysis that is-requested by FDA in response to-any-performance
concerns vou or FDA identify during routine evaluation. Additionally, if requested by
EDA, vou must submit records of these evaluations for FDA review within 48 hours of
the request. If your-evaluation identifies viral mutations that affect the stated expected
performance-of your-device, you must notify FDA immediately (via email: CORH-EUA-

Reporting@fda.hhs.gov).

If requested by FDA, vou must npdate vour labeling within 7 calendar days to'include
any additional labeling risk mitigations identified by FDA regarding the impact of viral
mutations on test performance. Such updates will be-made in consultation with, and
require concurrence of, DMD/OHT7/OPEQ/CDRH.

Yountust submit to DMDYOHT7/OPEQ/CDRH within 3 months of the date of thig letter
your plan and anticipated timeline to establish and maintain a quality-system that is
appropriate for your product’s design and manufacture; and that meets the requirements
of gither the 2016 edition of ISO 13485 or 21 CFR Part 820,

Authorized Laboratories

W.

Y.

AA.

BB.

Authorized laboratories that receive your product must notify the relevant public health
authorities of their intent to run your product prior to initiating testing,

Authorized laboratories using your product must have a process in place for reporting test
results to healthcare providers and relevant public health-authorities, as appropriate.

Authorized laboratories using your product must include with test result repotts, all
authorized Fact Sheets. Under exigent circumstances, other appropriate methods for
disseminating these Fact Sheets may be used, which may include mass media.

Authorized laboratories using veur product must use your product as outlined in the
authorized labeling. Deviations from the authorized procedures, including the
authorized instruments; authorized extraction methods, authorized clinical specimen
types, authorized control materials, authorized other ancillary reagents and authorized

‘materials required to use your product are not permitted.

Authorized laboratories must have a progess in place to track adverse events-and report to
you {via Roche Diagnostics US Customer Technical Support 1-800-526-1247) and to
FDA pursuant to 21 CFR Part 803.

All laboratory personnel using your product must be appropriately trained in réal-time
PCR techniques -and use appropriate laboratory and personal protective equipmient when
handling your product and use your product in accordance with the authorized labeling:
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Roche Molecular Systems, Inc. (You), Authorized Distributor(s) and Anthorized
Laboratories

CC. You, authorized distributor(s), and authorized laboratories mustcollect information on
the performance of your product and must report any significant deviations fromthe
established performance characteristics of your product of which they become aware to
DMD/OHT7/OPEQ/CDRH (via email: CDRH-EUA-Reportine@fdahbhs.cov) In
addition, authorized distributor(s) and authorized laboratories report to you (via Roche
Diagnostics US Customer Technical Support 1-800-526-1247).

DD. You, authorized distributor(s), and authorized laboratories using your product must
ensure that any records associated with this EUA, are maintained until otherwise notified
by FDA. Suchrecords must be made available to FDA for inspection upon request.

Conditions Related to Printed Materials, Advertising and Promotion

EE. All descriptive printed matter, advertising and promotional materials relating to the use
of vour product shall be consistent with the authorized labeling, as well as the terms set
forth in this EUA and meet the requirements set forth in section 502(a), (q)(1); and (r) of
the Act; as applicable; and FDA implementing regulations:

FF. No descriptive printed matter, advértising or promotional miaterials relating to the use of
your product may represerit or suggest that this test is safe or effective for the detection of
monkeypox virus or other non-variola orthopoxviruses.

GG. All descriptive printed matter, advertising and promotional matérials relating to the use
of your prodiict shall ¢learly and conspicuously state that:

& This product has not been FDA eleared or approved, but has been authorized for
emergency use by FDA under an EUA for use by the authorized laboratories;

s This product has been authorized only for the detection of nucleic acid from
monkeypox virus, not for any other viruses or pathogens; and

& Theemergency use of this product is only authorized for the duration of the
declaration that circumstanoces exist justifying the authorization of emergency use
of in vitro diagnostics for detection and/or diagnosis of infection with the
monkeypox virus, including in vitro diagnostics that detect and/or diagnose
infection with non-variola Orthopoxvirus, under Section 564(b)(1) of the Federal
Food, Diug; and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the
declaration is terminated or-authorization is revoked sooner,

Theemergency use of your product as deseribed in this lefter of authorization must comply
with the conditions and all other terms of this authorization.
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V. Duration of Authorization

This EUA will be effective until the declaration that circumstances exist justifying the
authorization of the emergency use-of in vitro diagnostics for detection and/or diagnosis of
infection with the monkeypox virus, including it vitro diagnostics that-detect and/or diagnose
infeetion with non=variola Orthopoxvirus, is terminated under Section 564(b)(2) of the Act or
the EUA is revoked under Section 364(g) of the Act.

Enclosure

Dated: December 27, 2022.
Lauren K. Roth,
Associate Commissioner for Policy.
[FR Doc. 2022—-28460 Filed 12—29-22; 8:45 am]
BILLING CODE 4164-01-C

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary

Acute Radiation Syndrome Medical
Countermeasures—Amendment

ACTION: Declaration amendment.

SUMMARY: The Secretary is amending the
Declaration issued in the Federal
Register of October 10, 2008, and as
amended and republished January 1,
2016, pursuant to the Public Health
Service Act, to extend the effective time
period of the Republished Declaration,
as amended.

DATES: This amendment of the January
1, 2016, Republished Declaration is
effective January 1, 2023.

FOR FURTHER INFORMATION CONTACT: L.
Paige Ezernack, Administration for
Strategic Preparedness and Response,
Department of Health and Human
Services, 200 Independence Avenue
SW, Washington, DC 20201; 202—-260—
0365, paige.ezernack@hhs.gov.
SUPPLEMENTARY INFORMATION: The
Public Readiness and Emergency
Preparedness Act (PREP Act) authorizes
the Secretary of Health and Human
Services (the Secretary) to issue a
Declaration to provide liability
immunity to certain individuals and
entities (Covered Persons) against any

Sincerely,

s/

Namandjé N. Bumpus, Ph.D.

Chief Scientist

Food and Drug Administration

claim of loss caused by, arising out of,
relating to, or resulting from the
administration or use of medical
countermeasures (Covered
Countermeasures), except for claims
that meet the PREP Act’s definition of
willful misconduct. The Secretary may,
through publication in the Federal
Register, amend any portion of a
Declaration.

The PREP Act was enacted on
December 30, 2005, as Public Law 109-
148, division C, section 2. It amended
the Public Health Service (PHS) Act,
adding section 319F-3, which addresses
liability immunity, and section 319F—4,
which creates a compensation program.
These sections are codified in the U.S.
Code as 42 U.S.C. 247d-6d and 42
U.S.C. 247d-6e, respectively. Section
319F-3 of the PHS Act has been
amended by the Pandemic and All-
Hazards Preparedness Reauthorization
Act (PAHPRA), Public Law 113-5,
enacted on March 13, 2013, and the
Coronavirus Aid, Relief, and Economic
Security (CARES) Act, Public Law 116—
136, enacted on March 27, 2020, to
expand Covered Countermeasures under
the PREP Act.

The Secretary is now amending the
Republished Declaration to extend the
time period for which liability
immunity is in effect for all of the
Covered Countermeasures to December
31, 2027.

Renewal of the PREP Act declaration
for acute radiation exposure is requested
due to the continued national security
threat posed. A nuclear attack or other
exposure to ionizing radiation would
present the United States with major
challenges in our ability to protect the

public. PREP Act coverage of
countermeasures is critical to the
engagement with potential product
sponsors to include those
countermeasures that would be used in
a response, such as blood products.
Extension of the PREP Act declaration
including covered countermeasures for
acute radiation exposure will be critical
to United States’ preparedness for
events involving ionizing radiation.
Unless otherwise noted, all statutory
citations below are to the U.S. Code.

Republished Declaration

Declaration, as Amended, for Public
Readiness and Emergency Preparedness
Act Coverage for Acute Radiation
Syndrome Medical Countermeasures

This Declaration amends the January
1, 2016, Republished Declaration under
the PREP Act. To the extent any term of
the prior Declaration is inconsistent
with any provision of this Republished
Declaration, the terms of this
Republished Declaration are controlling.

I. Determination of Public Health
Emergency or Credible Risk of Future
Public Health Emergency

42 U.S.C. 247d-6d(b)(1)

I have determined that there is a
credible risk that an unintentional
radioactive release, a deliberate
detonation of a nuclear device, or other
radiological or nuclear incident that
could result in population exposures to
radiation and resulting acute radiation
syndrome and/or delayed effects of
acute radiation exposure may in the
future constitute a public health
emergency.


mailto:paige.ezernack@hhs.gov

		Superintendent of Documents
	2023-04-26T21:57:41-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




