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TABLE 6—ESTIMATED ONE-TIME AND ANNUAL RECORDKEEPING BURDEN FOR EXTERNAL CONTROL TESTING 
LABORATORIES 1—Continued 

Information collection activity; 21 CFR section Number of 
recordkeepers 

Number of 
records per 

recordkeeper 

Total annual 
records 

Average 
burden per 

recordkeeping 
Total hours 2 

Total ...................................................................... ........................ ........................ 3,335 ................................ 2,243 

1 There are no capital costs or operating and maintenance costs associated with this collection of information. 
2 Totals have been rounded to the nearest whole number. 

TABLE 7—ESTIMATED ANNUAL THIRD-PARTY DISCLOSURE BURDEN FOR PET DRUG PRODUCERS 1 

Information collection activity; 21 CFR section 

Number of 
sterility 
failure 

incidents 

Number of 
disclosures 

per 
respondent 

Total annual 
disclosures 

Average 
burden per 
disclosure 

Total hours 2 

Subpart H; § 212.70 

Sterility Test Failure Notices 3 § 212.70(e) .................. 7 3 21 2.5 53 

1 There are no capital costs or operating and maintenance costs associated with this collection of information. 
2 Totals have been rounded to the nearest whole number. 
3 Two reports are sent to FDA per incident, and one notification is sent to the receiving site. 

Our estimated burden for the 
information collection reflects an 
overall increase of 25,463 hours and a 
corresponding increase of 84,709 
records. We attribute this increase to the 
inclusion of external control testing 
laboratories that perform only 
specialized chemical, microbiological, 
or sterility testing functions to support 
manufacturing and release of final PET 
drug products. 

Dated: September 30, 2022. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2022–21842 Filed 10–6–22; 8:45 am] 

BILLING CODE 4164–01–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 for 
Detection of Monkeypox Virus; 
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 monkeypox. FDA has 
issued an Authorization for an in vitro 
diagnostic device as requested by Quest 
Diagnostics Nichols Institute (Quest 
Diagnostics). 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 
United States (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 September 7, 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). 

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 
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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. 

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, 
and 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). 

II. Criteria for EUA Authorization 

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 September 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 Quest Diagnostics for 
the Quest Diagnostics Monkeypox Virus 
Qualitative Real-Time PCR, 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 
At\MlM.fSTRATION 

MichaelJ. Wagner, Esq. 
Senior Corporate Counsel 
Quest Diagnostics Incorporated 
33608.0rtegaHighway 
San Juan Capistrano,CA92675 

September 7, 2022 

Devite: Quest Di.agnostics MonkeypoxVirus Qualitative Real-Time PCR 

EUANu.niber: EUA220415 

Company: Quest Diagnostics Nichols Institute ("Quest Diagnostics") 

Indication: This testis authorized forthequaHtativedetectionofDNAfrom 
mortkeypox: virus, (West African dade; dade II)l and non~variola 
Ortlropo:xvirus in lesion swab specimens (i.e., swabs of: acute 
pustular onresicula.r rash) in urtiversal viral transport media 
(UTM) from individuals suspected of monkeypox virus infection 
by their healthcare provider. 

Emergency use (lf this test is limited to authorized laboratories. 

Authorized Laboratories: Testing is limited to laboratories designated by Quest Diagnostics 
that are certified under the Clinical Laboratory Improvement 
Amendments of 1988 (CLIA), 42 U.S:C. §263a, and meet the 
requirements to perform high complexity tests, 

Dear Mr. Wagner: 

This Ietteds in response toyour2 ,request that the Food and Drug Administration (FDA) fasue 
an Emergency Use Authorization (BUA) for emergency use of y¢ut product," pursuant to 
Section,564 of the Federal :FQOd, Drµg, and Cosmeti,c Act (the Act) (41 U.S.C, §360bbb<J}. 

On August9, 2022, pursuant to Section 564(b)(l)(C)ottheAct, the Secretary ofthe 
Department of Health and Human. Services. (HHS.) determined that there is a public health 

~ on Augustl 2; 2022, folloWing a meetirig convlllled bytlieWorld HealthOrganizatiOri (WHO) morikeypox vlrus 
variants were remnned to align with cun:ent be.~t practiOO!l under the liitematipnal Classification of Diseases and the 
WHO Family ofJ11tertl/ltiortalHealth Related.Classification!f(WFIO-PIC),This k,tterwm refet.t9theformet West 
.Aftica:n.cl!lde as clit<ie. two.(II). Refer to: hqps::f/www,wb(i,intlneWE/item:112-08~202.2-morikeyoox~-clffi¢rtS:give­
vi;ntS::vatfunts•ncw:M¢e$; 
2 I<'or eifse oftetetetice, this lettef Will ri.ire the term: "ybii" a:nd .. relatedterrns .to refer to Questl)jagnostics Nichols 
1nstitute ("Quest Diagnostics"), a subsidiary of Quest Diagnostics Incorporated. 
a For ·ease ofreference;thistetterwm use the term: "y,mr product" t<~ referto:the Quellt DillgnosticsMonkeypox 
Vims Qualitative Real• TimePCRused for the indic:&tion identified aboye. 

https://www.who.int/news/item/12-08-2022-monkeypox--experts-give-virus-variants-new-names
https://www.who.int/news/item/12-08-2022-monkeypox--experts-give-virus-variants-new-names


61081 Federal Register / Vol. 87, No. 194 / Friday, October 7, 2022 / Notices 

VerDate Sep<11>2014 17:33 Oct 06, 2022 Jkt 259001 PO 00000 Frm 00103 Fmt 4703 Sfmt 4725 E:\FR\FM\07OCN1.SGM 07OCN1 E
N

07
O

C
22

.0
04

<
/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 2 Michael J. Wagner, Esq., Quest Diagnostics Nichols Institute ("Quest Diagnostics") 

emergency; or a significant potential for apublic 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 morikeypox virus:4 Pursuant to Section 564 of the Act, and 
on the basis of such detennination, the Secretary of HHS then declared on September 7, 2022 
that circumstances exist justifying the authorization of emergency 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-variola Orthopoxvtrus, subject to the terms of 
any authorization issued under Section 564(a)ofthe Act. 5 

FDA considered the totality of scientific infom1ation available in authorizing the emergency use 
of your product for the indication above. A summary of the performance information FDA 
relied upoh is contained in the EUA Summary (identified below). There is an FDA-cleared test 
for the qualitative detection of non-variola Qrthopoxvirus, that includes monkeypo:x virus, but 
this is not an adequate and available altetnative to yollrproduct6 

Having concluded that the criteriafor issuance ofthis authorization under Section 564(c) of the 
Act are met, I an1 authorizing the emetgency use of your product, described in the Scope of 
Authorization of this letter (Section II), subject to the terms ofthis authorization. 

I. Criteria for Issuance ofAuthorization 

I have concluded thatthe emergency use of your product meets the criteria for issuance of an 
authorization under Section 564(c) of the Act, because I 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 ofyour 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 ofyour 
product.7 

4 U.S. Department of Health and Human. Services, Determination of a Public Health Emergency and Declaration 
that Circumstances.Exist Justifying Authorizations.Pursuant to Section 564(b) of the Federal Food, Drug, and 
Cosmetic Act, 21 U.S.C. § 360bbb-3. &7 FR 50090 (Augustl5, 2022). 
5 U.S. Department of Health.and Human Services, Declaration that Circumstances ExistJustifying An Authorization 
Pursuant to Section 564(b) of the Federal Food; Drug, aruiCosmetic Act, 21 U.S. C. § 360bbb--3. 
6 To date, the FDA-cleared CDCNon-variola OrthopoxVinis Real4ime PCR Primer and Probe Set (Product Code: 
PBK;DEN070001,Kl81205, K22165&, K221 &34., 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 viru.~es 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 rnonkeypox virus. in the United States. 
7 No other criteria ofissuance have been prescribed by regulation under Section 564( c X 4) of the Act. 
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Page 3 ~· Michael J. W ~er, Esq,,. Qu.est Diagnostics Nichols Institute ("Quest Diagnostics''.) 

IL Scope ofAuthorization 

lhave concluded, pursuanno $ectfotl S(i4{d.)(i)oftheAct; thatthe scope o:fthis aiithorizatfon is 
limited to the indication above, 

AuthorizediProduct Details 

Your product.is a t¢al-time J:?CRtest futended. fotthe qualitative detectfon ofDNAJtom: 
monkeypoxvfrus (clade II)andnon-vru·folaOrthopaxvif:'U,s- inJesion swab specim;ens (Le,,. swabs 
ofacutepustular orvesicularrash)in universal viraltransportmedia(UTM) fromindividuals 
suspected ofmonkeypox infection bythe.ir healthcare provider.Testing is limited to laboratories 
designated by Quest Diagnostics that are certified undetthe Clinicaf Laboratory 1mprovement 
Amendments ofl988 (CLIA), 4.4 U.S. C. §263a, and meet the requirements to ·perform high 
cotnple:xity tes~. 

The monkeypox V1rus{ciade II) and 1fori~varioiadrthofoxWrusn11deic acid isgenetaliy 
d¢tectable in human pustular or vesicular rash spedimens dtttin.g the acute phase of infectfon. 
Positiveresultsarefodicative o:(thepresence ofmonkeypQxviros (clade II}and/or othernon­
variolaQrthop<JX\lirus DNA; clinical CQtrelation witlt patient history and other diagnostiq 
information is necessary.to determine patient infection status,.Positive results do not rule out 
bacterial infection or co-infection with other viruses. Negative results obtained with this device 
do notpreclude monkeypoxvirus (clade U) or non-varfola Orthopo.t\lirus. infection.andshould 
not he U!ied asJhesolehasisfortreatmentor other patient tnanagementdecisious. 

T<J use your product,monkeypox virus (clade II)ornon•variola O':thopoxvirus nucleic acid is 
ittstexttacted, isolated and purified fromlesions\\'ah specimensfollowed by PCRantplification 
and detection usingan.authorized realstime (R1}PCR instrument described in thtl authorized 
labeling(<lescrihe<i·betow). 

Your product uses all commercially sourced materials or other authorized materials and 
authorized ancitlary reagents (as maybe requested under Condition J. below) comtnonl)nised in 
clinidalJaborafories, as described· in the authorized labeling (describtid.befow). 

Your produdrequiresuse ofcontrol materials orother authorized control materials (as may be 
requested underConditionJ. beloW}that are described in.the authorized labeling(described 
below). All. d◊ntr◊lsmustgen.erate el{J)ectedresultsin orderforthetestresultto be valid, as 
outlined· in the authorized labeling(describedbelow). 

Thelabeling entitled''1.ionkeypox '\finis Qualitative Real•'l'irn~ }>SR (rest ~de l20&~ Package 
Insert''; tlie•EUA.Sutnmary (available athttps://www~fda.gov/medical-devicesfemergencv-use-
authorlzatfon:$-91edical~de'VfoestmorikeY))ox-emergency-uge-authorization!Hnedical-devices ), 
an<lthe followingf actsheets pertaining t-0 the eme:r~e~cyuse, ll.ferequjre4 to be tnade avail~le 
as setforthbelowand in the Conditions of Authorization (Section: IV), and are collectively 
referredto.as ''atithorizedlabelini': 

• Fact sheet for· Healthcare Pfoviders: Quest Diagnostics Nichols Institute "'Quest 

https://www.fda.gov/medical-devices/emergency-use-authorizations-medical-devices/monkeypox-emergency-use-authorizations-medical-devices
https://www.fda.gov/medical-devices/emergency-use-authorizations-medical-devices/monkeypox-emergency-use-authorizations-medical-devices
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Page 4- Michael J. Wagner, Esq., Quest Diagnostics Nichols Institute ("Quest Diagnostics") 

Diagnostics Monkeypox Virus Qualitative Real-Time PCR 

• Fact Sheet for Patients: Quest Diagnostics Nichols Institute - Quest Diagnostics 
Monkeypox Virus Qualitative Real-Time PCR 

The above described product, when accompanied by the "Monkeypox Virus Qualitative Real­
Time PCR (Test Code 12084) Package Insert,'' the EUA Summary (identified above), and the 
two Fact Sheets as set forth in the Conditions of Authorizatioo (Section IV), is auth<>rized to be 
distributed to and used by the authorized laboratories under this EUA, despite the fact that it does 
not meet certain requirements otherwise required by applicable federal law. 

I have concluded, pursuant to Section 564(d)(2) of the Act, that it is reasonable to believe that 
the known and potential benefits of your product, when used. consistent with the Scope of 
Authorization of this letter (Section II), outweigh the l\'nown and potential rish of your product. 

I have concluded, pursuant to Section 564(d)(3) of the Act, based 011 the totality of scientific 
evidence available to FDA, that it is reasonable to believe that your product may be effective in 
diagnosing infection with the monkeypox virus, when used consistent with the Scope of 
Authorization of this letter (Section II), pursuant to Section 564(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 (as 
described in the Scope of Authorization of this letter (Section II)) meets the criteria set forth in 
Section 564(c) of the Act concerning safety and potential effectiveness. 

The emergency use of your product under this EU A must be consistent with, and may not 
exceed, the terms of this letter, including the Scope of Authorization (Sectiort II) and the 
Conditions of Authorization (Section IV). Subject to the terms of this EU A and under the 
circumstances set forth in the Secretary of HHS's determination under Section 564(b )(1 )(C) of 
the Act described above and the Secretary of HHS 's corresponding declaration under Section 
564(b )( 1) of the Act, your product is authorized for the indication above. 

Ill. Waiver of Certain Requirements 

I 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 your product. 

IV. Conditions of Authorization 

Pursuantto Section 564(e) of the Act, I an1 establishiilg the following conditions otithis 
authorizatio11: 
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P~e ? ~· Michael J. Wagner, Esq,, Quest Diagnostics Nichols Institute ("Quest Diagnostics") 

Quest Diagnostics Nichols Institute (You) 

A. Y:our product must complywitlt the :(oiloWing fabeliiigrequltemertts: the intentlecLuse 
statement(21 CFR 80!.l.10(aX2), (b)(2)); adequat:e dir:ectionsforU$:e (21 U.S.C, 3S2(f)), 
(21 CFR 8(19.lO(bJ(5); (7), and (8));: appropriatelirr!:ifu.tions onthe use of the device 
including information required under 2LCFR809. lO(a:)(4);and any available 
informationf(lgardingperformance ofthe device, includingreqttirementsundet ii CFR 
8Q9.10(b)(l2). 

R You must inform authorized laboratories and relevant public health authorities ofthis 
EUA, including the terms and conditions herein, and any updates made to your product 
and authorized labeling. · 

c. Y:oumust mal«:your prpdµ9ilivaiJal:>l:e w:ith the authorjzetl labeli11g fo a:uthorized 
laboratories. · · · 

ti; Youmustrii:ake avaifabfo on yotttweBslte(sJthe FactSheetfofI:Iciililicare Ptovt'ders 
andFact Sheet for Patients. · 

E. You must ensure that the authorized laboratories usingyour product have a process in 
placefor reporting test results to healthcare providers and relevant public health 
authorities, as appropriate. 

F. You mustmaintain records ofthe laboratories you designate as authorized laboratories 
and. you must also. maintainrecordsoftest usage by all such authorized laboratories. 

H Yottat¢ auil:rotizedtomake availa:bl¢ additiortaH.rtfomation relating totheemergency 
µse of your produc:t tl:iatis com1i~t~ with, and does :notel!:ceed, th.e terms of th.is letter 
ofauthorization .. 

H. You mustmaiii.tain custometcomptaint:fileiLcoiicemlrigyout product ii.rid..rii:ust report 
to the Division of Microbiology(DMD)!Office of!Iealffi'techrtology 7 (OHT7): 
Qtfic:e ofin. Vitro Diagn~ics!Qffice-0f Pr:oduct Evaluation and Qµality 
(OPEQ)/CenterforDevices and Radiological Health (CDRH)(via email: CDRH.; 
EUARe,portipg@fdaJilis.gov}artysignificant deviations from the established 
perf omancecharacteristics {)fyoutproduct of which youbecome•aware. 

L You musfhave a process in place fotrack adverse events andrePQrtfo FDA pursuant 
to21 CFR Part 803, 

J. Youmaytequest c:han~es toihis EUAfotyout product, 111ch.idingtothe Scope of 
Authorization(Section.Ilinthisletter)ortotheauthorizedfabeling •. Anyrequestfor 
changes to this EUA should be stibmittedfo DMD/OHT7/OPEQ/CDRH and requires 
appropria:teauthorizationfrom FDA prior to implementation. 

K. You must evaluate the analytlcjllim1tofdetectionand assess ttaceabiHtyofyour 

mailto:CDRH-EUAReporting@fda.hhs.gov
mailto:CDRH-EUAReporting@fda.hhs.gov
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Page 6 Michael J. Wagner, Esq., Quest Diagnostics Nichols Institute ("Quest Diagnostics") 

product with any FD A-recommended reference material(s ), · if requested by FDA. 8 

After submission to and concurrence with the data by FDA, youwill update the 
auth◊rized lahelingto reflect the additional testing. Such labeHngupdates will he made 
in consultation with, and require concurrence of, DMD/OHT7/OPEQ/CDRH. FDA will 
update the EUA Summary to reflect the additional testing. 

L. You must evaluate tl1e impact ofmorikeypox viral mutations Ori your product'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 perfonnance 
concerns you or FDA identify during routine evaluation. Additionally, if requested by 
FDA, you 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 innnediately (via email: CDRH-EUA­
Reporting@fda.hhs.gov ). 

M. If requested by FDA, you must update your 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. 

N~ You m1ist further evaluate the clinical performance of your product using natural clinical 
lesion swab specimens in an FDA agreed upon post authorization clinical evaluation 
study within 6 months of the date ofthis letter (unless otherwise-agreed to with 
DMD/OHT7/OPEQ/CDRH). After submission to and concurrence with the data by FDA, 
you must update the authorized labeling to reflect. the additional testing. Such labeling 
updates will be made in consultation with, and require concurrence of, 
DMD/OHT7/OPEQ/CDRH. 

0. You must complete the agreed upon specimen stability study to evaluate frozen UTM 
specimens within 3 months of the.date of this letter (unless .otherwise agreed to with 
DMD/OHT7 /OPEQ/CDRH). After submission of the study data, and review and 
concurrence with the. data by FDA, you must update your product labeling to reflect the 
additional testing; Such labeling updates must be made in consultation with, and require 
concurrence of, DMD/OHT7/OPEQ/CDRH, 

P. You must subtnitto FDA a summary report withfr1 30 calendar days ofihe date. of this 
letter summarizing the results of any testing performed during that timeframe; including 
how many specimens were. received, the positivity rate for specimens received and the 
results for the RNase.P specimen control including the invalid rate. 

Authorized Laboratories 

8 Traceability refers to tracing analytical sensitivity/reactivity back.to an FDA-recoinmehded reference. material. 
FDA may request, for example, that you perform this study in the ¢vent that we receive reports ofadverse events. 
concerning your product 

mailto:CDRH-EUAReporting@fda.hhs.gov
mailto:CDRH-EUAReporting@fda.hhs.gov
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J>age 7 - Michael J. Wagner, Esq,, Quest Diagnostics Nich9ls Institute (''Quest Diagnostics") 

Q; Authorized laboratories that.receive your productmust notify the relevant public health 
authorities of their intent to nmyourproduct prior to initiating testing. 

R. Autl1orized laboratories using ycmr product must have a process in pface for reporting test 
results to healthcare providers and, relevant public health authorities, as appropriate, 

S; Authorizedlaboratories using your proch.lctmustiricltide withtestresultteports, all. 
authorized Fa;:;t Sheets. Under exigent drc1.1mstances, other appropdate method$Jor 
disseminating these Fact Sheets may be used, which may include mass media 

t, Authodzed lal>oratodes using your product musfuse your product as outlined in the 
authorized labeling, Deviations:fromthe autllorizedprocedures, includingthe 
authQrized instruments, .autllotized extraction mt:thods, m:ithorized Clinical speciirlen 
typ.es, atrthorizt:d c<>ntrot mat«illls; authorized other 'lttlcill!:ltY reagents an.4 authorized 
materialsrequired to use your product are notpermitted, 

ti. Authorized la:boratories.mU$t collect information on tlfoperf9rinance of your product and 
rep0tt·toDMD/OHT7/0PEQ/CDiffi ('yia email:CDRH-EUA,.Reporlingi@fda.hhs:gov) 
an.d you <rrtitJhapl.j,wagner@guestdia:gnostics.9gm) any significanfdeviations from. the· 
established performance characteristics of your product of which they become aware, 

V, Authorized.Ia:boratot:ieilmtlSthave••·~·Ptocessfoplacetotfackadverse'e\.'ertts••and.tep91tto 
.you(via.email:.:michael.j.wagnet@questdiagnostics.com)and:toFI>:A:pursuant.toZl. 
CFR Part 803. 

W. Ali labotafofy petsOlillel Usingyour product must be approprfate1y ttafoe.dili Rf-PCR 
techniques<an.d use appropriate laboratory and personal protective equipment when 
ha11!,lling your prodUdtand use yoµr product in accorgance with the authot~ed laj,eling, 

Quest Diagnostics Nichols Institute (You)andAuthorized Laboratories 

X. You and authorizedlaboratories must ensure that any records associafodwith this EUA, 
inc.:luding \est usage, are maintained until otherwise notified by FI)A. Such records must 
be made availableto FDA for inspection upon request 

Conditions Related to Printed Materials; Advertising and ProJtiotion 

Y. All descriptive printed matter, advertising and promotional materials relatingfo.the use 
ofyourproduct shall be consistent with the authorized labelingfas well as the terms set 
forth in this EUAand meet the reqUirements set forth in section 502(a),@(l), and(r).of 
the Act, 11S applicable, an.d FOA implementing regulatiolllt 

Z. No descriptive printed matter, advertising or promotional materials relating fo tlleuse of 
your product may represent or suggestthatthis test is safe or effective for the detection of 
monkeypoxvitus or other non-variola orthopoltliittises. 

mailto:CDRH-EUAReporting@fda.hhs.gov
mailto:michael.j.wagner@questdiagnostics.com
mailto:michael.j.wagner@questdiagnostics.com
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Dated: September 30, 2022. 

Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2022–21829 Filed 10–6–22; 8:45 am] 

BILLING CODE 4164–01–C 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2013–N–1427] 

Agency Information Collection 
Activities; Proposed Collection; 
Comment Request; Hazard Analysis 
and Critical Control Point Procedures 
for the Safe and Sanitary Processing 
and Importing of Juice 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA, Agency, or we) is 
announcing an opportunity for public 
comment on the proposed collection of 
certain information by the Agency. 
Under the Paperwork Reduction Act of 
1995 (PRA), Federal Agencies are 
required to publish notice in the 
Federal Register concerning each 
proposed collection of information, 
including each proposed extension of an 
existing collection of information, and 
to allow 60 days for public comment in 
response to the notice. This notice 
solicits comments on the information 
collection provisions of our regulations 
mandating the application of hazard 
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J>age 8 ~Michael J .. :Wagner, Esq,.QuestDiagnostics Nichols Institute.(''Qqest Piagn9stics") 

AA. All descriptive printed matter~ advertising arid ptimloti:Onal materials relating to the us.i 
of your product shall clearly artd¢onspicuous1y.state that: 

• This product hits not been Fi>Adearedot appt0:vei(6ut has heen: authorb:ed for 
em.1~rgencyU$e by JtDAun:det an EPAf'<>tuse by~ autborizedfaborlliories; 

• 'tliis Pfi'ld®f hils been autborized ool.yforthe ®tect.ion: <>f::nu~l~fc;aci<l :th>m 
monkeypo:xvirus orothetnon•variofa. orthopoxviruses, notforanyother 
viruses or pathogens; and 

•• Theen1etgencyuseofthlspfoductisotil1amhoriiedforthe•duiatfon-0fthe 
declaration that crrc)iinsuinces.·existjus:tifying.tlte.·authoriZ.ation ..• ofemergeucyuse 
of:in yitrod1llgnQ$til::sfordetectiQ11 and/or dtagn:Ql,iS (>firtfe()ti<>nwifb the 
monk.iypo:x yiros, including in vib::o diagnostics that detecbmd/or diagnose 
infection :withnot1"variola0rtho,PQXvirusf under Section. 564(Q)(l) offue.Federal 
FoQd,.DJ:ug, andCosmetic ~ 21lJ.S.C. § 36Qbbb~3(b)(l); unlesstlte 
declarationis terminated or anth<>rizittiQn is rev0:ked sQoner; 

The emefgencyuse.·•ofyourproduct·as•desmbed•.in this letter·:ofauthorization.must·.comply 
with the conditions and all otherterms :ofthis.authorizati:on. 

This EDA will be effective until the declaration tbatcircumstances existjustilyi~gthe 
authorization. ofth~ em~tg;ell¢Y use of Ul\tnt1)·.4i~osticsJordetectiolt and/or diagnosii of 
iitfectiotl with tbemonkeypo:& virus,induding in vitro diagnosti~ that({etect iltldlot diagnose 
inf:tict.ion with non ... yarlolaOr(hopo.x:yi~s. is terminated :under Section S64(b)(2) of the A.ctQt 
the E:U,t\. is revo~d uajerSection 564(g) oftbe A.ct, 

Isl 

Nam 
Chiefs 
FoodandOmgAdministraffim 
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