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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 

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 BURDEN ESTIMATES 

Instrument 
Total 

number of 
respondents 

Annual 
number of 

responses per 
respondent 

Average 
burden hours 
per response 

Annual burden 
hours 

TANF Financial Report, Form ACF–196T ....................................................... 51 4 1.5 306 

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 
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1 In 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. 

2 The 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. 

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; 1 (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), 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. 

III. 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. 

IV. 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.S. FOOD & DRUG 
,U1MINl!iTRA.'i;lOt>i 

November 15,. 2022 

Michael Lynch 
Manager, Regulatory Affairs 
R.oche Molecular Systems, Inc~ 
43-00Hacienda Drive 
Pleasanton, CA 9458a 

Device; 

EUANuriiber: 

Company: 

Indication: 

Authorized Lli.botatories: 

OearMr. Linch: 

cobil$ MPXYfor use on the cob$ 6800/8800 Systems (cobas 
MPXV) 

EUAZZ0459' 

Roche M0Iec11lat System~, foe. 

This test is authorized for the qualitative detection of DNA from 
monkeypox virus (MPXV, clade I/ll) 1 in human lesion swab 
specimens (i.e., swabs of acute pustular or vesicular tMh) from 
individuals suspected ofmonkeywx virus :infection by their 
healthcare provider. 

Emergency useofthlstestrs limitedtoauthorized laboratories. 

Laboratories certified under the Clinical Laboratory lmprovement 
Amendments ofl988 (CLIA), 42 U.S.C. §263a, that meetthe 
requirements. .to perf onn moderate or high. complexity tests, 

this fetter Is in respons(l to your2 request thaf the :Food and Drug Administration (FDA) issue 
an Emergency Use Authorization (EUA)for emergency use of your product/ pursuant to 
Section SM of the FederaLFood, Drug, and COsmetic Act (the Act) (21 U.S.C. §360bbb-3), 

On Augusf9; 2022, pursµant to Section 564@(1)(C) o:f'the Act, the Secretary qt the 
Department of Health and Human Services (HHS) determined that there is a public health 

1 On A,1gust 12., 2022. following a mooting convened by the World. Health C>rgamzation (WHO) monkey:poxvitus 
variants were 1roamed to align With eurrCl'.it best practices und.er the futcroational Classification of Diseases and the 
WHO Family of International Health Related Classifications (WHO-FlC), This letter will refer to !lie tonner Congo 
Basin (Central African) clade us clade one (I) and the former West Africun clltde as clade tw-0 (II). Refer to: 
https;JAvww.wl,o,intfnews/iteintl2-0!l-:2022-monkeypox--expert,~•gjye-vin,i'l•Vllrjants-new-nam!l§, 
• For ease of reference, this letter will use the term: "you" and related terms to refetto.Roehe Moleculiir Systems, 
Inc. 
3 For ea!!ll of reference, this letter will use the term ')'our product" to refer to the oobas l\.1PXV for USl;l on the oobas 
6&)0/8imG Systems (cobas MPXV)usedfor the indication identified above. 

https://www.who.int/news/item/12-08-2022-monkeypox--experts-give-virus-variants-new-names
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Page 2 Michael Lynch, Roche Molecular Systems, Inc. 

emergency, or a significant potential for a public health emergency, that affects or has a 
significant potential to affect national security or the health and. security of United States 
citizertS living abroad that involves monkeypox virus. 4 Pursuant to Section 564 of the Act, and 
on the basis of such detem1ination, 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 rn)rt"Variola Otthopo:x:virus, subject to the tenns of 
at1y authorization issued under Section 564(a) of the Act. 5 

FDA considered thetotality of scientific information available in authorizing the emergency use 
of your product for the indication above. A summary ofthe performance information FDA 
reliedupon is contained in the ''cobas MPXVQualitative assay for use on the cobas 6800/8800 
Systems" Instructions for Use. There is an FDA-cleared test for the qualitative detection ofnon­
variola Orthopoxvitus, that includes rnonkeypox virus, but this is not an adequate and available 
alternative to your product. 6 · 

Having concluded that the criteria for issuance of this authorization under Section 564(c) ofthe 
Act are met, 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 authorization. 

I; Criteria for Issuance of Authorization 

I have concluded 1l1adhe emergency use of your product meets the criteria for issuance of an 
authorization under Section 564(c) of the Act, because !have concluded that: 

1. The monkeypox virus can cause a serioi1s or life-threatening disease or condition, to 
humans infected by this virus; 

2. Based on the totality ofscientific 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 
monkeypoxvirus; outweigh the known and potential risks of your product; and. 

3. TI1ere is no adequate, approved, and available alternative to the emergency use of your 
product 7 

4 87 FR50090 (August 15, 2022) 
5 87 FR 56074 (September 13, 2022) 
• To date, the FDA-cleared CDC Non-variola Orthopoxvtrus Real-time PCR Primer and Probe Set(ProductCode: 
PBK; DEN070001, Kl8l205,K221658, K221834, K222558) is the only test availab1ein the United States with 
FDA clearance for the detection of noncvariola Orthopoxvirus DNA including vaccinia, .cowpox, monkeypox and 
ectromelia viruses at varying concentrations. Available infonnation 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 formonkeypox virus in the United States. 
7 No other criteria ofissuance have been prescribed by regulation und~r Section 564( c X4) of the Act. 
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Page 3 - Michael L~ch, Roche Molecular Systems, Inc. 

II. Scope of Authorization. 

I have concluded, pursuan:tto Section 564(tl.)(l}oftheAct, that the scope of this authorization is 
limited to the indication above. 

Authorized. Product Details. 

Your product is a: teaMim,e 1:>cR assay intendedf6ftlieqti.aHtattVe detection ofJ::>NA from 
monkeypoxvirus (MPXV, clade I/II) in. human. lesion swab specimens (i.e., .swabs of acute 
pustular.or vesicular rash) from individuals suspected ofmonkeypox infection bytheir healtlrcare 
provider. Testing is limitedtolaboratories certified under the Clinical LaboratoryJmprovement 
Amendments of 1988 (CLIA),42 U.S.C. §263a, thatmeetthe requirements to perfotmmodetate 
or high cQmplexity tests. · 

Results are for the identification of monkeyp.ox virus ( clade T/II) 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 ofmonkeypox virus (clade I/II) DNA; clinical 
correlation with patient history and other diagnostfo infcmnation is necessary to determ:irte patient 
infection status. Positiveresu,lts dQ not rule out bltcterial 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 pre.elude monkeypox virus (cladeJ1Il)infection and shoukLnotbe usecfas 
the sole basis for treatment or other patient m:anagementdeci$ions. Negative results must be 
combined with dinical observations, patient history, and epidemiological information. 

The cobas MPXV is to be used with the cobas 6800/8800 Systems, or other authorized 
instruments.(as may be requested under Condition 0. below)whichis based on fully lllitofuated 
sample preparation (nucleic acid exiraction and purification) followed by PCR amplification and 
detection. Automated data 11mnagement is performed by the cobas 6800i8800 software. The 
cobas MPXV includes the materials ( or other authorized materials as may be requested under 
Condition 0; below}describedin the "cobas MPXV Qualitative assay for use on the cobas 
6800/8800 Systems." Instructions for Use. 

Your producb:equirllS. contrQl materials (or othet auiliorized control materials as may be: 
requested under Condition◊; below) that are described in both of the Instructions. for Use,. Your 
product.also requi.res-the use of additional authorized niaterlals and authorized ancillary reagents 
that are not included withyout product and iue described in the Package Inserts .described below. 

TI1e labeling entitled "cobas MPXV Qualitative assay for use on the co bas 6800/8800 Systems" 
Instructions for Use (available at https:l/www.fda.gov/medical-devices/emergency~use­
authorizations-nieclical-devices/monkevpox-emergency-use-authorizatio11s-medical-devices), the 
Product Infon~iQn Catd (PIC), and ~he followingfact sheets pertaining to the emergenqy us-e, 
are requited to be made available as set forth in the C:(>n(iition$ of Authorization (SectiQn IV),. 
and are collectiyely referred to as "authorized labeling": 

• Fad Sheet for Healthcare Providers: RocheMolecrilat Systenis,.Iric, '-'cobas MPXV 
• Fact Sl:l:eetfQtl>'atients: Rocl1e¥olecularSyi.;~ms;fnc, - cobas M:PXV 

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


80547 Federal Register / Vol. 87, No. 250 / Friday, December 30, 2022 / Notices 

VerDate Sep<11>2014 17:08 Dec 29, 2022 Jkt 259001 PO 00000 Frm 00026 Fmt 4703 Sfmt 4725 E:\FR\FM\30DEN1.SGM 30DEN1 E
N

30
D

E
22

.0
24

<
/G

P
H

>

kh
am

m
on

d 
on

 D
S

K
JM

1Z
7X

2P
R

O
D

 w
ith

 N
O

T
IC

E
S

Page 4 ~ Michael Lynch, Roche Molecular. Systems, Inc. 

The above described product, when. accompanied by the authorized labeling provided as set forth 
in the Conditions of Authorization (Section IV)1 is authorizedto be distributed to and used by 
authorized]aboratories underthis BUA. despite the fact that itdoes notmeetcertain 
requirements otherwise required by applicable fed,eral law. 

I.have. concluded; pursuant to Section 564(dX2)ofthe.Act,.that.it is reasonable to believe that 
the known and potential benefits of'your product, when used consistentwith the Scope of 
Authorization of thisJetter (Secti:on:JI), outweigh the kn9wn: lllld potential risks ofyou:r product. 

I have concluded, pursuanfto Section 564(dX3)ofthe Act;hased on the totalifyofscientific 
evidence available to FDA. that itis reasonable to believe thatyour product may be effective in 
diagnosing infection witltthe rnonkeypox virus, when used cotisistent With the Scope of 
Authorization of this letter (Section II)~ pursuantfo Section ~64(cX2)(A)ofthe Act. 

FDA has. reviewed the. scientific information available to FDA. including the information 
supporting the conclusions described in Section! above, and concludes that yourproduct(as 
described in the Scope of Authorization of this letter (Section JI)) meets the criteria set forth fa. 
Section 564{c)ofthe Act conc¢rningsaietyand potential effectiveness .. 

The emergency use of Your product under this EUAmust be consistent with, and may not 
exceed, the terins of this letter; including the Scope of Authorization (Section II)and the. 
Conditions of Authorization (Section IV). Subjecttothe terms ofthis EUAandunderthe 
circumstances set forth. in the Secretary of ijHS's detenninatiM under Section 564(b )(lXC) of 
the Act described above and the Secretary ofHHS's con-esponding declaratiomm.der Section 
564(bXl) oftheAct;yourproductis authorizedforthe-indicationabove, 

m. Waiver of Certain Requirements: 

I am waiving the following requirements for your product during the, duration.ofthis EU A:. 

• Cun-ent good manufacturing.practice requirements, including the quality system 
requirements under 21 CFR Part 820 With respect to the design, manufacttite, 
packaging, labeling, storage, and distribution of your product, but excluding Subpart 
H (Acceptance Activities, ::n CFR 820.80and21 CFR 820.86),Subpartl 
(Nonconforming Product; 21 CFR 820.90), Subpart O (Statistical Techniques, 21 
CFR 820.250)and Subpart M (Complaint Files, 21 CFR820.198); 

W. Conditions of Authorization 

~uanl:to $ection S64(e}oftl1e Act, I am estal>lishirlg the following conditions on this 
authorization: 
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Page 5 ~ Michael Lynch, Roche Molecular Systems, Inc. 

Roche Molecular Systems, Inc. (You) and Authmized Distributor(s)8 

A. 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.S.C. 352(f)), (21 CFR 809.10(b)(5), (7), and (8)); appropriate 
limitations on the use of the device including infom1ation required under 21 CFR 
809.10(a)(4); and any available infomrntion regarding perfonnance of the device, 
including requirements under 21 CFR 809 .1 0(b )( 12). 

B. Your product must comply with the following quality system requirements pursuant to 
FDA regulations: 21 CFR 820 Subpati H (Acceptance Activities, 21 CFR 820.80 and 21 
CFR 820.86), Subpart I (Nonconfom1ing Product, 21 CFR 820.90), Subpart O (Statistical 
Techniques, 21 CFR 820.250), and Subpart M (Complaint Files, 21 CFR 820.198). 

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

D. You and authorized distributor(s) must make available on your website(s) the 
authorized labeling. 

E. You and authorized distributor(s) must 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 fonn, and after such request, you must promptly provide the 
requested information without additional cost. 

F. You and authorized distributor( s) must infonn authorized laboratories and relevant 
public health authorities of this EUA, including the terms and conditions herein, and 
ai1y updates made to your product and authorized labeling. 

G. lbrough a process of inventory control, you and authorized distributor(s) must maintain 
records of the authorized laboratories to which your product is distributed atld tl1e number 
of your product distributed. 

H. You ai1d authorized distributor(s) must collect infom1ation on the perfon11ai1ce of your 
product. You must report any significant deviations from the established performance 
characteristics of your product of which you become aware to the Division of 
Microbiology (DMD)/Office of Health Teclmology 7 (OHT7): Office ofin Vitro 
Diagnostics /Office of Product Evaluation and Quality (OPEQ)/Centcr for Devices and 
Radiological Health (CDRH) (via email: ~~:!:!:~k!'~Ql:!![!g(@!lli!:.!!!!§~!YJ-

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

"Authorized Distributor(s)" are identified by you, Roche Molecular Systems, Inc., in your EUA submission as an 
entity allowed to distribute your product. 

mailto:CDRH-EUA-Reporting@fda.hhs.gov
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Page 6 Michael Lynch, Roche Molecular Systems, Inc. 

does not exceed, the tenns of this letter of authorization. 

Roche Molecnlar Systems, Inc. (Yon) 

J. You must register and list consistent with 21 CFR Part &07 within one month of this 
letter. 

k. You must notify FDAof any authorized distributor(s) ofyout product, including the 
narn:e, address, and phone number of any authorized distributor(s). 

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

M, 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. 

N. You must provide authorized distributor(s) with a copy of this EUA and communicate to 
antborized distributor( s) any subsequent amendments that might be made to this EU A 
and its authorized accompanying materials (e.g;, Fact Sheets). 

0. You may request modifications to this EU A for your product, including totheScope of 
Authorization (Section II in this letter) or to the authorized labeling, including requests to 
make available additional authorized labeling specific to an authorized distributor. Such 
additional labeling may use anothet name for the product but otherwise must be 
consistent withthe authorized labeling, and not exceed the terms ofauthorization ofthis 
letter. Any request for modification to this EU A should be submitted to 
DMD/OHT7/0PEQ/CDRH and require appropriate authorization from FDA. 

P. You must have lot release procedures and the lot 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. 

Q. If 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. 

R You must evaluate the analytical limit of detection and assess traceability of your 
product with any FD A-recommended reference material( s) if requested by FDA<} After 
submission to and concurrence with the data by FDA, you must update your labeling to 
reflectthe additional testing. Such labeling updates will be made in consultation with, 
and require concurrence of, DMD/OHT7/0PEQ/CDRH. 

" Traceability refers to tracing analytical sensitivity/reactivity bock ro an FDA-recommended reference rtiateriill. 
:FDAmayrequest, for example, that you perform this study in the event that we receive reports of :,.dvetse events 
concerningyaur product 
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Page 7 - Michael Lynch, Roche Molecular.Systems, Inc. 

S. You must have a process ,in place to track adverse and report to FDA pursuant to.21 
CFR.ParL803, 

T. You must evaluate.the imp1tet ofmonkeypox vital mutations ouyour product's 
perfonnancei Such evaluations m1Jst occur on an ongoing basis and must include any 
additional data analysis that is requested by FDA inresponse to an)' p.erformance 
concerns. you or FDA identify duringroutine :e:valuafion. Additionalfy, if requested. by 
f'D4.you m:ustsubmitrecotcls ofthei;e e:valuations for FDAre:viewwithin48hOUr$ of 
the request. If your evaluation identifies viral mutations thataffect the stated expected 
performance of your device; you must notify FDAimmediately(via email: CDRH-EDA­
Reporting@fda;hhs.gov). 

U. If requested by FDA, you mustupdat.iyour fabeling within ?calendar days to include 
any .lldditional labeling rislc mitigations jdentifi.id by FDA r.igardir1gihe impact of viral 
mutations on test performance. Such updates willbe made in consultation with; and 
require concurrence of, DMD/0HT7/0PEQ/CDRH. 

V. You must submit to DMD/OHT7/0PEQ!Cb1Ulwithin 3 months ofth:e date: of this letter 
your plan and anticipated timeline to establish and mlli.ntain a qualitysysteni that is 
appropriate for your product's design and manufacture, and that meets the requirements 
of eitherthe2016 editionoflSO 13485 or 21 CFR Part 820. 

Authorized Laboratories 

W. Authorized laboratorieslliafreceive yOur product must notify the relevant public health 
authorities of their intentto run your product prior to initiatingtesting. 

X. 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. 

Y. Authorized. laboratories using yo.ur productmu:st include with test result reports, all 
authorized FactSheets. Under exigent circumstances, other appropriate methods for 
disseminating these Fact Sheets may be used, which.may include mass media-

z. Authorizedlaboratories using your product n1ustuse your product as outlined in the 
authorized labeling. · peviatiortsJrom 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 pem1itted. 

AA.Authorized laboratories must have a pro<;essinplace 10 track adverse fvents and report to 
you (via Roche Diagnostics US Customer Technical Support l-800~526-l247)and to 
FDA pursuant to 21 CFR Part 803, 

BB. All laboratory personnel using yout prodtictmustbe appropriately trairted in real-time 
PCRtechniques and use appropriate laboratory and personal protective equipment :when 
handling your product.and use your product in accordance with the authorized labeling; 

mailto:CDRH-EUA-Reporting@fda.hhs.gov
mailto:CDRH-EUA-Reporting@fda.hhs.gov
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Page & ~Michael Lynch, Roche Molecular Syste1m;, Inc. 

Roche Molecular.Systems, Inc .. (Yon), Authorized Distributor(s) andAuthorized 
Laboratories 

CC. Yem, authorized distributor(s); and autfo.'.>rizedJaboratoriel'I mustcollectinformation on 
the performance of your product amfIUust report !Illy signi:fjc!lllt deviationsfroIU the 
established petformance characteristics ofyour product ofwhichthey be.come aware to 
UMD/OllT:7/0PEQ/CDRH(via email: CDRH~ EtJA..:Reoorting@fda;hhs.gov) In 
addition. auth◊rized distrihutot(s)andauthorizedlahoratories reporttoyou(via Roche 
Diagnostics tJS Cu11tomer 'fechnicaL$upport 1-800-$26~ 124'7'); 

DD.Yoi; authorized distributor(s ), andauthorizedlaborat~ries usingyourproductmust 
ellSure thatanyrecords associated with this .EU A. are maintained until otherwise notified 
by FDA. Such records must be made available to FDA for inspection upon tequest. 

Conditions Related to Printed Materials. Advertising and Promotion 

EE. AU descriptive printed matter1 advet'tising and promotional materi!tls relating to the use 
of your product shall be consistent with the authorized labeling, as well as the terms set 
forth in this BUA and meet.therequiren1ents setforth ii1section502(a);(q)(l); and (r)of 
the Act; as applicable, and FDA implementing regulatiollS. 

FF. No descriptive: printed matter, advet'tising or prornotionat materials relating to the use of 
your product may representor suggestthaithis test is safe or effecti:ve for the detection of 
monkeypoxvims or other non-variOla 01ihopoxviruses. 

00. All descriptive printed matter, advet'tising a:n:d promotional materials relating to the use 
ofyour pi:oductshall clearly and conspicuously state that · 

• this producthas not been fDAcleatecf or appr()ved, but hill'!.been au1:horized for 
emergency use by fDAllllder an EUA for use by the authorizedlabqrafories; 

• This product has been authorized onlyforthe detection of nucleic acid from 
monkeypox virus, not for any other viruses or pathogens; .and 

• The emetge.11c)'t1Se of this procfoctis only authorized for the duration ofthe 
declaration·that cit:Pumstances existjustifying the authqrization ofemergency use 
ofin 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~variolaOrthopoxvirns, tmderSection 564(b)(l) of the Federal 
Food, Drug, lllld C◊smetic Act, 21 tl;$; C. § 360bbb-3(b)(l ), unless the 
declaration is terminated or authorizatiortis revoked sooner. 

The emergency use of your product as described in this letter of.authorization mustcomply 
with the conditions. and all othertenns ofthis authorization. 

mailto:CDRH-EUA-Reporting@fda.hhs.gov
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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 

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. 
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Page 9 ~·Michael Lynch. RocheMolecularSystems, Inc. 

V. Duration. of Authorization 

'this EUA will be effective untifthe dedatatfon that circumstances existjustifying 1he 
authorization oftheemergencyuse ofinvitto diagnostics fotd~tection and/or: diagnosis of 
infectionwith.the•·111onlreyp<>x·virui;,:inc~udinginvitro·diagnostics thatdetectlltld/ordiagno~e 
infectionwith non,variolaOrthopat-virus, is terminated under Section 564(b)(2) ofthe. Act or 
the EUAisrevoked underSectibn 564(g) ofthe Act. 

Enclosure. 

Sincerely;c 

Namandje N. Bumpus, Ph;D. 
Chief Scientist 
Food and Drug Adrn:inistratiori. 

mailto:paige.ezernack@hhs.gov
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