>
GPO,

49612

Federal Register/Vol. 82, No. 206/ Thursday, October 26, 2017/ Notices

the following proposed collection(s) of
information for public comment:

1. Type of Information Collection
Request: Extension of a currently
approved collection;

Title of Information Collection:
National Provider Identifier (NPI)
Application and Update Form and
Supporting Regulations in 45 CFR
142.408, 45 CFR 162.406, 45 CFR
162.408; Use: The National Provider
Identifier Application and Update Form
is used by health care providers to apply
for NPIs and furnish updates to the
information they supplied on their
initial applications. The form is also
used to deactivate their NPIs if
necessary. The original application form
was approved in February 2005 and has
been in use since May 23, 2005. The
form is available on paper or can be
completed via a web-based process.
Health care providers can mail a paper
application, complete the application
via the web-based process via the
National Plan and Provider
Enumeration System (NPPES), or have a
trusted organization submit the
application on their behalf via the
Electronic File Interchange (EFI)
process. The Enumerator uses the
NPPES to process the application and
generate the NPI. NPPES is the Medicare
contractor tasked with issuing NPIs, and
maintaining and storing NPI data. Form
Number: CMS—-10114 (OMB control
number: 0938-0931); Frequency: On
occasion; Affected Public: Business or
other for-profit, Not-for-profit
institutions, and Federal government;
Number of Respondents: 1,473,185;
Total Annual Responses: 1,473,185;
Total Annual Hours: 250,442. (For
policy questions regarding this
collection contact Kimberly McPhillips
at 410-786-5374).

2. Type of Information Collection
Request: Reinstatement without change
of a previously approved collection;
Title of Information Collection: Hospice
Request for Certification and Supporting
Regulations; Use: The Hospice Request
for Certification Form is the
identification and screening form used
to initiate the certification process and
to determine if the provider has
sufficient personnel to participate in the
Medicare program. Form Number:
CMS—417 (OMB Control number: 0938—
0313); Frequency: Annually; Affected
Public: Private Sector—Business or
other for-profits; Number of
Respondents: 851; Total Annual
Responses: 851; Total Annual Hours:
213. (For policy questions regarding this
collection contact Thomas Pryor at 410—
786-1332.)

Dated: October 23, 2017.
William N. Parham, III,
Director, Paperwork Reduction Staff, Office
of Strategic Operations and Regulatory
Affairs.
[FR Doc. 2017-23341 Filed 10-25-17; 8:45 am]
BILLING CODE 4120-01-P
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Food and Drug Administration
[Docket No. FDA-2016—-N-1486]
Authorizations of Emergency Use of In

Vitro Diagnostic Devices for Detection
of Zika Virus; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
issuance of two Emergency Use
Authorizations (EUAs) (the
Authorizations) for in vitro diagnostic
devices for detection of the Zika virus
in response to the Zika virus outbreak
in the Americas. FDA issued these
Authorizations under the Federal Food,
Drug, and Cosmetic Act (the FD&C Act),
as requested by Thermo Fisher
Scientific and The Center for Infection
and Immunity, Columbia University.
The Authorizations contain, among
other things, conditions on the
emergency use of the authorized in vitro
diagnostic devices. The Authorizations
follow the February 26, 2016,
determination by the Secretary of Health
and Human Services (HHS) that there is
a significant potential for a public
health emergency that has a significant
potential to affect national security or
the health and security of U.S. citizens
living abroad and that involves Zika
virus. On the basis of such
determination, the Secretary of HHS
declared on February 26, 2016, that
circumstances exist justifying the
authorization of emergency use of in
vitro diagnostic tests for detection of
Zika virus and/or diagnosis of Zika
virus infection, subject to the terms of
any authorization issued under the
FD&C Act. The Authorizations, which
include an explanation of the reasons
for issuance, are reprinted in this
document.

DATES: The Authorization for Thermo
Fisher Scientific is applicable as of
August 2, 2017; the Authorization for
The Center for Infection and Immunity,
Columbia University is effective as of
August 11, 2017.

ADDRESSES: Submit written requests for
single copies of the EUAs 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 Authorizations may be sent.
See the SUPPLEMENTARY INFORMATION
section for electronic access to the
Authorizations.

FOR FURTHER INFORMATION CONTACT:
Carmen Maher, Office of
Counterterrorism and Emerging Threats,
Food and Drug Administration, 10903
New Hampshire Ave., Bldg. 1, Rm.
4347, 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) as amended by the
Project BioShield Act of 2004 (Pub. L.
108-276) and the Pandemic and All-
Hazards Preparedness Reauthorization
Act of 2013 (Pub. L. 113-5) allows FDA
to strengthen the public health
protections against biological, chemical,
nuclear, and radiological agents. Among
other things, section 564 of the FD&C
Act allows FDA to authorize the use of
an unapproved medical product or an
unapproved use of an approved medical
product in certain situations. With this
EUA authority, FDA can help assure
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.

Section 564(b)(1) of the FD&C Act
provides that, before an EUA may be
issued, the Secretary of HHS must
declare that circumstances exist
justifying the authorization based on
one of the following grounds: (1) A
determination by the Secretary of
Homeland Security that there is a
domestic emergency, or a significant
potential for a domestic emergency,
involving a heightened risk of attack
with a biological, chemical, radiological,
or nuclear agent or agents; (2) a
determination by the Secretary of
Defense that there is a military
emergency, or a significant potential for
a military emergency, involving a
heightened risk to U.S. military forces of
attack with a biological, chemical,
radiological, or nuclear agent or agents;
(3) a determination by the Secretary of
HHS that there is a public health
emergency, or a significant potential for
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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
under 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. 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 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),
or 515 of the FD&C Act (21 U.S.C. 355,
360(k), and 360(e) or section 351 of the
PHS Act (42 U.S.C. 262). 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® 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;
and (4) 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.
Because the statute is self-executing,
regulations or guidance are not required
for FDA to implement the EUA
authority.

II. EUA Requests for In Vitro Diagnostic
Devices for Detection of the Zika Virus

On February 26, 2016, the Secretary of
HHS determined that there is a
significant potential for a public health
emergency that has a significant

1The 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.

potential to affect national security or
the health and security of U.S. citizens
living abroad and that involves Zika
virus. On February 26, 2016, under
section 564(b)(1) of the FD&C Act, and
on the basis of such determination, the
Secretary of HHS declared that
circumstances exist justifying the
authorization of emergency use of in
vitro diagnostic tests for detection of
Zika virus and/or diagnosis of Zika
virus infection, subject to the terms of
any authorization issued under section
564 of the FD&C Act. Notice of the
determination and declaration of the
Secretary was published in the Federal
Register on March 2, 2016 (81 FR
10878). On June 5, 2017, Thermo Fisher
Scientific requested, and on August 2,
2017, FDA issued, an EUA for the
TaqPath Zika Virus Kit (ZIKV), subject
to the terms of the Authorization. On
July 31, 2017, The Center for Infection
and Immunity, Columbia University
requested, and on August 11, 2017, FDA
issued, an EUA for the CII-ArboViroPlex
rRT-PCR assay, subject to the terms of
the Authorization.

II1. Electronic Access

An electronic version of this
document and the full text of the
Authorizations are available on the
internet at https://www.regulations.gov.

IV. The Authorizations

Having concluded that the criteria for
issuance of the Authorizations under
section 564(c) of the FD&C Act are met,
FDA has authorized the emergency use
of two in vitro diagnostic devices for
detection of Zika virus subject to the
terms of the Authorizations. The
Authorizations in their entirety (not
including the authorized versions of the
fact sheets and other written materials)
follows and provides an explanation of
the reasons for issuance, as required by
section 564(h)(1) of the FD&C Act.
BILLING CODE 4164-01-P
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Regulatory Analyst
Thernw Fisher Scientific
6055 Sunol Blvd.
Pleasanton, A 94566

Diear Mis. D

This letter is in response to yourtequest that the Food-and Drug Administration (FDA) issuc an
Emergency Use Authorization (EUA) for emergency use of Thermo Fisher Scientific’s
{“Thermo Fisher™y TagPath Zika Viros Kit {ZIKVyfor the qualitative ditection ol RNA from
Zika virus in human serun and urine (collected alongside a patient-matched serum specimen)
from individuals meeting Centers for Disease Control and Prevention {CDIC) Zika virus clinical
criteria {e.g., clinical signs and symptoms associated with Zika virus infection) and/or CDC Zika
virgs epidemiological criteria (e:g:, history of restdence inortravel to a geographic region with
active Zika transmission at the time of travel, or other epidemiological eriteria for which Zika
virus testing may be indicated), by laboratories in the United States (U,S:) that are certified under
the Clinical Laboratory Improvement Amendments of 1988 (CLIAJ, 42 US.C. § 2634, to
perform high complexity tests, or by similarly qualified non-ULS. laboratories, purstant to
section 564 of the Federal Food, Drug, and Cosmetic Act (the Act) (21 U.S.C. § 360bbb-3).'

Test results are for the identification of Zika virus RNA. Zika virus RNA is generally detectable
in serwm during the acute phase of infection and. ac::oni: ng to the updated CDC Guidance for
1.8, Laboratories Testing for Zika Virus Infection.” up to 14 days in serum and uring (possibly
longer i urine), Tollowing onset of symptoms; if present. Positive results are indicative of
eurrent infection.

COn February 26, 2016, pursuant to section 364(b )} 1YC) of the Act{21 1.5.C. § 360bbb-
HBHTHOY, the Secretary of Health and Human Services (HHS) determined that thereisa
significant potential for a public health emergency that has.a significant potential to affect
nahs:mal seeurity or the health and security of U.S. citizens living abroad and that involves Zika
virus." Pursuant fo seetion 564(b)(1) of the Act (21 U.8.C. § 360bbb-3(b)(17), and on the basis

Foreaseof wfcmncc‘ thiy letter will refer 1o “laborgtories in the United States (U.8.) that are certilied under the
Chinicat L4k v fmp A o} of 1988 (CLIAY, 42 WL8.C. § 263, 1o perform high complexity
tests; orsimilarly quﬁhﬁed noi-LL S laboratories” as “authorized laboratories”

* Ayailable at g ey e ] (st updated on July 24, 2017),

* s imended by lht. l"&ﬂﬁem and A]i-!)amrd\ P 1 ation Act, Pub. L. Now 113-5, under section
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of such determivation; the Secretary of HHS then deelared that circomstances exist justifying
the authorization of the emergency use of in vitro diagnostic tests for detection of Zika virus
andior disgnoyis of Zika vires infection: subject 1o the terms of any authorization issved under
21 1L8,C. § 360bbb-3(a),"

Having conchuded that the criteria for issuance of this authorization under section 564{c) of the
Act{2] L1850 & 360bbb-3(c)) are met, I am anthorizing the emergency use of the TagPath Zika
Virus Kit (ZIKV) {as deseribed in the Scope of Authorization section of this letter (Section 1))
inindividoals meeting CDC Zika virus clinical eriteria (e.g., clinical signs and symptoms
associated with Ziks virus infection) and/or CDC Zika virus epidemiological eriteria {e.g.,
history of residence in or travel to a geographic region with active Zika transmission at the time
af travel, orother epidemiological criteria for which Zika virus testing may be indicated) (as
described 1n the Scope of Authorization section of this letter {Section I} for the detection of
Zika virog infection by authorized laboratories, subject 1o the térms of this suthorization.

L. Criteria Tor Issuance of Authorization

[have concluded that the emergency useoof the TagPath Zika Vieas Kit{ZIK VY for the
detection ¢f Zika viras and disgnosis of Zika viras infection in thie specified popiilation nicets
the eriteria for issuance of an authorization under section $64(cy of the Act, because T have
eancluded that:

I.. The Zika virus can cause Zika viros infechon, aserions or life-threatening disease or
condition to humans infected with the virus;

i

Based on the totality of scientific evidence available to FDA, it is reasonable to believe
that the TagPath Zika Virus Kit (ZIKV), when used with the specitied instrumeni(s)
and in accordance with the Scope of Authorization, may be effective in detecting Zika
virgs and diagnosing Zika virus infection, and that the known and potential benefits of
the TagPath Zika Viras Kit (ZZIKV) for detecting Zika viros and diagnosing Zika virus
infection outweigh the known and potential risks of such product; and

3 There is no adequate, approved, and available alternative 1o the emergency use of the
TagPath Zika Virud Kit (ZIKV) for detecting Zika virus and diagnosing Zika vires
infection.”

L Scepeof Authorization
1 have concluded, purstant to section 564(d)( 1) of the Act, that the scope of this authorization is

Limited 1o the use of the authorized TagPatly Zika Vivis Kiv(ZIKY) by authorized laboratories
for the detection of RNA from Zika virus and dingnosis of Zika vives infection in individuals

SAHDITHEY of the Acty the Secretary may make a determination of @ public health erergenicy or of & significant
g:mcnrial for o public health emergency.

HHS: Beternpsation and Declavation Regarding Emergency:-Use ofin Vire Diagnostic Teses for Beteciion of Zika
Firuxandior Diagnosts of Zike Views Infection. 81 Fed: Reg. 10878 [March 2, 26}
" Wo pthier eriteria of issuance have been presoribed by repulation under seotion 3640341 of the Act
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mieeting DU Zika vitus climcal eriteria (eug, clinical signs and symploms associated with Zika
virus infection) and/or CDC Zika viras epidemiological eriterin {e.g., history of residence inor
tfravel 1o a geographic region with active Zika transmission at the time of travel, orother
epidemiological criteria for which Zika virus testing may be indicated),

The Authorived TaqPath Zila Vires Kit (ZIKV)

The TagPath Zika Virus KIb(ZIKV) ds a lvophilized real-tinie reverse transeription polymersse
chain reaction (rRT-PCR) assay for the qualitative detection of RNA from Zika virus in human
serim, wine (collected alongside o patient-matched serom spécimen), and athicr authorized
specimen lypes.

To perform the TagPath Zika Virus Kit (ZIKV), the RNA s first extracted and purtfied from the
patient specimen. The RNA is then reverse transcribed into ¢DNA which is amplified using the
primer set and detected using the specific probe. The sRT-PCR is performed on the Applied
Biosystens QuantStudio DX Real-time PCR instroment, or other avthorized instraments.

The TagPath Zika Virus Kit (ZIKV) includes the following materials or other authorized
miaterials: Twelve (12) lyophilized strip tubes with cach strip comprised of eight {8} assay tubes
contalning lvophilized one-step RT- PCR reagents: primers, probes, reverse transcription and
amplification reagents, reverse transcriptase and Haman Pepiudylproly] lsomerase A (PPIA)Y
endogenous control. The kit also contains twelve (12) flat cap strips for scaling the assay tubes
following sample addition, and a desiceant pouch to adsorb moisture. The Tagiath Zika Virus
Eat { 21KV} also reguires the use of additional materials and ancillary reagents that are not
ipcluded with the test butare commonty used in clinical laboratories.and are deseribed inthe
muthorized TagPath Zika Virus Kit (ZIKV) Instructions for Use,

The TagPath Zika Virus Kit(ZIK Vi requires the following control materials, orother suthorized
control materials; all controls listed below must generate expected resulls in order fora test 1o be
copsidered valid, as outlined inthe TagPath Zika Viras Kit (ZIKV) Instruchions for Use:

& Fika Viros Positive Control: Live or inpctivated 7ika virug - rup with each batch of
patient specimens: Monitors for failures of in nucleic acid extraction and isolation;
rRT-PCR reagents and reaction conditions.

& Negative Controlr DNase and RNase-Tree water ran with each bateh of paticit
specimens. Monitors for reagent and systom contamination.

+ Endogenous Totemnal Control: All clinical samiples are tested for the Humnan
Pephidylprolyl Isomerase A (PPIA) gene (using the PPLA primer and probe set
included in the TagPath Zika Virus Kit (ZIKV)) to control for spedimen quality and
as an indicator that nucleic acid resulted from the extraction process.

The above described TagPath Zika Virus Kit (ZIKV), when labeled consistently with the
labeling authorized by FDA entitled “TagPath Zika Virus Kit {ZIK V) Instructions for Use”
{available at b ifoww e voviMedical Devicow Sateiy T s Tt 161406 3,
which may be revised by Thermo Fisher in consultation with, and with concurrence of, the
Bivision of Microbiology Devices (DMDYOffice of In Vitro Diagrostics and Radiological
Health (OIR Y Center for Devices and Radiological Health (CDRH), is authorized 1o be
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distributed to and used by authonzed laboratortes under this EUA, despite the fact that it does
notmeel cortain requirements otherwise required by federal Taw,

The above deseribed TagPath Zika Virus Kit (ZIKY) {8 authorized 1o be accompanied by the
fullowing information pertaining to the emergency use, which is.autherized to be made available
to healthcare providers and patients, including pregnant women;

# Fact Sheet for Healthcare Providers: Interpreting TagPath Zika Vires Kit (ZIKV)
Test Resalts

e Fact Sheet for Patients: Understanding Results from the TagPath Zika Virus Kit
{(ZIKY)

As deseribed In Section 1V below, Thermo Fisher and its authorized distributors are also
authorized 1o make available additional information relating to the emergency use of the
authorized TagPath Zika Virus Kit (ZIK V) that is consistent with, and does not exceed, the terms
of this letter of authorization,

I have concluded, purshant fo séction S64(2)Y of the Act, that it is reaonable o believe that the
known and potential benefits of the authorized TagPath Zika Virss Kit (ZIK V) in the speeified
population, when used for detection of Zika virus and to diagnose Zika virus infection and nsed
consistently with the Scope of Authorization of this letter {Bection U}, outweigh the known and
potential risks.of gucha product

Lhave concluded, pursuant to section 564(d}(3) of the Act, based on the tetality of scientific
evidence available to FDA, that it is reasonable to behive that the authorized TagPath Zika Vivus
Kt {ZIK V) may be effective in the detection of Zika viras and diagnosis of Zika virus infection,
when used consistently with the Scope of Authorization of this Tetter (Section 1), pursuant 6
section S6HeH2ZHA) of the Act,

FDA has reviewed the scientific information available to DA, in¢huding the information
supporting the conclusions deseribed in Section I above, and concludes that the authorized
TagPath Zika Vires Kit (ZIKV), when used for deteetion of Zika virus and to diagnose Zika
viras infection in the specified population {as described in the Scope-of Authorization of this
letter (Section 1D}, meets the criteria set Torth 1 section 364(c) of the Act concerning safetyand
potential effectiveness.

The emérgency use of the authorized TagPath Zika Vires Kit {ZIK V) nnder fhis BUA must be
consistent with, and miay not exceed, the teiins of this letter, tncluding the Scope of
Authorization {Section 1} and the Conditions of Authorization (Section IV}, Subject to the
terms of this EUA and under the clircumstances set forth 1 the Secrétary of HHR's determination
destribed above and the Secretary of HHS's corresponding declaration under section 564(b)(1),
the TagPath Zika Yirus Kit (ZIKV) described above is authorized 1o detect Zika virus and
diagnose Zika vitus infection in individeals mecting COC Zika virus clinical eriteria {e.g,
chinical signs and symploms associated with Zika virus infection) andlor ODC Zika virus
epidemislogival criteria (e.g. history of residenee in or'ttavel to o geographic region with sctive
Zike viros tumsmissions 4t the time of travel, ot othier epideriological witteris forwhich Zika
virus testing may be indicated).
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This EUA will cease to be effective when the HHS declaration that circumstances exist fo justify
the EUA is termunated under section 364(03(2) of the Act or when the FUUA is revoked under
section 564{g}) of the Act.

HL Waiver of Certain Requirements

Lam waiving the following requirements Tor the TagPuath Zika Vieds Kit (ZIK V) during the
duration of this EUA:

= Current good manufacturing practice requirements, including theguality svstem
reguirements under 21 CFR Part 820 with respect to the desipn, manufacture,
packaging labeling; storage, and distribation of the TaqPath Zikas Vives Kit{ZIKV).

& Labeling requirements for cleared, approved; or investigational devices, including
labeling requirements under 21 CFR 809.10 and 21CFR 80930, except forthe
interded use statement (21 CFR 809, 1{a)(2), (b)(2)), adequate dircctions fof use
(21 USUCO352(0). (21 CFR B0 1005 (7, and {80}, anvappropriate Himitations
on the use of the device including inforination required under 21 CFR 809.10(a)(4),
and any available information regarding performance of the device, including
reguirements under 21 CFR 809.10(b)(12).

V. Conditions of Authorization

Pursuant to seetion 364 of the Act, | any establishing the following conditioneon thig
authorization:

Thermo Fisher and Ifs Authorized Distribuior(s)

A, Thermo Fisher and its authonzed distributor(s) will distribute the authorized TagPath
Zika Virus Kit (ZIKV) with the suthorized labeling only to authorized laboratories,
Changes to the authorized Tabeling may be made by Therme Fisher in consultation
with, and requive concurrence of, DMD/OIR/CDRH.

B.. Thermo Fisher and its authorized distributor(s)y will provide to anthonized laboratories
the-authorized TaqPath Zika Virs Kit(ZIKY) Fact Sheet for Healthcare Providersand
the suthorized TagPath Zika Virus Kit (ZIKV) Pact Sheet for Patiens.

€. Thermo Fisher and its authorized distributor(s) will make available on thelr websites
the authorized TagPath Zika Virus Kit (ZIKV) Fact Sheet for Healtheare Providers and
the authorized TagPath Zika Virus Kit (Z1KV) Fact Sheet for Patients,

D, Thernio Fisher and its authorized disteibitdr(s) will inform authorized Inhorstories and
relevant public health authoritv(ics) of this EUA, including the terms and conditions

herein.

E. Thermo Fisher and ity authorized distribufor(s)y will ensurethat the authorized
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laberatonies using the avthorized TagPath Zika Virs Kit {ZIKV) have a process in
place Tor reporting test results to healtheare providers and relevant public health
authorities, as appropriate.”

F. Through a process of inventory control, Thermo Fisher and its authorized
distributor(s) will maintain records of device usage.

. Thermo Fisher and its avthorized distributor{s) will collect information on the
performance of the test. Thermo Fisher will report to FDA any suspected occurrence
of false positive and false negative results and significant deviations from the
established performuance characteristios of the test of which Thermo Fisher hecomes
wware,

H. Thermo Fisher and its authorized distributor(s) are authorized 1o make available
additional information refating to the emergency use of the nuthorized TaqPath Zika
Virug Kit (ZIKV) that is consistent with, and does not exceed, the terms of this letter of
authorization,

Thermo Fisher

L Thermo Fisher will notify FDA o any authorized distributon{s) of the TagPath Zika
Virus Kit (ZIKV), including the name, address, and phone number 67 any authorized
distributon(s).

3. Thermo Fisher will provide its authorized distributor{s) with a copy of this BUA, and
communicate to its authorized distributor(s) any subsequent aimendments that might
be made 1o this EUA and its authorized accompanying materials {e.g., Fael Sheets,
Instructions for Usel

K. Thermo Fisher may request changes to the authiorized TagPath Zika Viras Kit (ZIKV)
Fact Sheet Tor Healtheare Providers and the authorized TagPath Zika Vires Kit
{ZIKV}) Fact Sheet for Patients. Such requests will be made by Thermio Fisher in
consultation with, and require concurrence of, DMD/OIR/CDRH.

L. Thermo Fisher may request the addition of other instruments Tor use with the suthorized
TaqPath Zika Viras Kit (ZIKV}) Svch requests will bemade by Thermo Figher in
consultation with, and require concurence of, DMDVOIR/CDRH.

M. Thermo Fisher may request the addition of vther extraction methods for use with the
authorized TaqPath Zika Virus Kit (ZIKV). Such requests will be made by Thermo
Fisher in consultation with, and require concurrence of, DMD/OIR/CDRHL

"For questions related 1o reparting 7ika test results 10 relevant public health auwthorities, # 1 reconimended that
Thermo Fisher, other authorized distributor{s}, and authorized laboratores consilt with the applicable counfry, state
o téeritory health department{(s). According to U Zika viras disease is a nationally notfiable condition (see
bk ardor i o ntan’y.
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M. Thermo Fisher may request the addition of other specimen types for usewith the
authorized TagPath Zika Virus Kt (ZIKY) Such requests-will bemade by Thenmo
Fisher in consultation with, and require concurrence of, DMDVGIR/CDRIL

{1, Thermo Fisher may request the addition and/or substitetion of other control materials
for use with the authonzed TagPath Zika Virus Kit{ZIKV). Such requests will be
made by Thermo Fishier in‘consaltation with, and reqiire concurrence ol
DMDIOIR/CDRH,

B, Thermo Fisher may request the addition andfor substitution of other ancillarv reagents
and materials for use with the authorized TagPath Zika Vires Kit (ZIKVL Such requosts
will be made by Thennio Fisher ia consultation with, and réquire ¢oncurrence of,
DWBDIOIR/CDRH.

(3. Thermo Fisher will assess traceability’ of the TagPath Zika Virus Kit (ZIK V) with
FDA-recommended reference material{s), Aftersubmission o FDA and

DMDIOIR/CDRIT s review of and concurrence with the data, Theemo Fisher will
upidate its Tabeling o reflect the additional testing,

R. Thermo Fisher will track adverse eventsand report to FDA under 21 CFR Part 803,
Asthorized Laboratories

S. Authorized laboratories will include with reports of the results of the TagPath Zika
Virus Kit {ZIK V) the authorized Fact Sheet for Healthcare Providers and the authorized
Fact Sheet for Patients. Under exigent circumstances, other appropriate methods for
disserminating these Fact Sheets may be used, which may include mass media.

T Authorized laboratories will perform the TagPath Zika Vieus K3 {ZZIK V) using the
KingPisher Flex Puwiification System (KingFisher)and MaghAX Pathogen RNADNA
Kit or with other authorized extraction methods.

L. Authorized laboratories will perform the TagPath Zika Vires Ki{ZIKV  on the Applied
Brosystems QuantStudio Dx Real-time PCR instroment, or other guthorized instroments,

Y. Authorized laboratories will perform the TagPath Zika Views Kit (21K on human
serum, or urine {collected with a patient-matched serum spegimen), or other authorized
specimen types.

W, Authorized Iaboratories will have a process in place for reporting test resulls 1o
healtheare providers and relevant public health authorities, a8 appropriate®

T reaceabiliterefers to wacing analytical sensisviny/reactivity back 1o @ FDA-recommended referente material,

* For questions related 1o reporting Zika testresulis o relevant public healib authorities, if is recommended that
Thermo Fisher, ather authorized diseributor(s), and authorized laboratories consult with the applicable country, state
o territory health depannment(s). According to CDC, Zika vires disease is s nationally notifiable condition,

;I"lﬂ o Eigrene el 9"!!“;“@‘1}%«! §




Federal Register/Vol. 82, No. 206/ Thursday, October 26, 2017/ Notices 49621

Page 8~ Faith Du, Thermeo Fisher Scientific

X. Authorized laboratories will collect information on the performance of the test and report

0 DMIYOIR/CDRH {(vicemail CIILTUA-Resortinedt Bla Whe vovYand Thermo
Fisher any suspected oceurrence of false positive or Talse negative results of which they
becomeaware,

Y. Al laboratory personnél using the test should be appropriately trained in RT-PCR
technigues and use appropriate laboratory and pérsonal protective equipment whei
handling this kit, and use the test inaccordance with the authorized labeling,

Thermo Fisher, Its Authorized BDistributor(s) and Authorized Laboratories

Z. Thermo Fisher, its authorized distributor(s), and authorized laboratories will ensure that
any records associated with this EUA are maintained until notified by FDA, Such
records will be made available to FI¥A for inspection upon request.

Conditiens Related to Advertising and Promotion

A Al advertising and promotional descriptive printed matier relating to the useof
the-authorized TagPath Zika Virus Kit (ZIK V) shall be consistent with the Fact
Sheets and authorized labeling, 25 well as the terms set forth in this EUA and the
applicable requirements sel forth in the Act and FDA regulations.

BE. All advertising and promotional deseriptive printed matter relating to the use of
the authorized TaqPath Zika Vires Kit (ZIKV) shall clearly and conspicuousty
state that:

= This test has not been FDA cleared orapproved;

= This test has beenauthorized by FDA under an EUA for use by authorized
laboratories;

& This test hag been authorized only for the detection of RNA from Zika virus
and diagnosisof Zikavirug infection, not for any other virnses v
pathogens; and

& Thistest is only authorized for the duration of the declaration that
circumstances exist justifving the authorization of the egiergency usé of i
vitrer diagnostictests fordetection of Zika viras and/or disgrosts of Zika viras
infection under section S64(6)(1y of the Act, 21 LLE.C. § 360Bhb-3(h)(1),
unless the authorization is terminatéd or revoked sooner.

No advertising or promotional descriptive printed matter relating 1o the use of the authorized
TagPath Zika Virus Kit (ZIKV) may represent or suggest that this test is safé or effective for
the diagnosis of Zika vires infection.
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The emergency use of the authorized TagPath Zika Vieus Kit (ZIKV) a3 deseribed o this
tetter of authorization must comply with the conditions and all other terms of this
authorization.

V. Duration of Authorization

This EUA will beeffective until the declaration that circumstances-exist justifying the
duthorization of the émevgency use of in viirs didgnostic testy for detection of Zika virugand/or
diagnosis of Zika virus infection is terminated under section 564032 of the Act or the BLIA g
revoked under section 564(g) of the Act.

Sincerely,

g,

Q]S
Seatt Gottlich, M.D.
Commussionerof Food and Drags

Enclosures
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%,

Angust 11,2017

W. lan Liphkin, MD

Prrector

The Center Tor Infection and Immunity
Columbia University

722 West 168th St., 17" Floor

Mew York, NY 10032

Dear Dr. Lipking

This letier 18 in fesponse to vour request that the Food ‘and Drag Administeation (FDA)Y issue an
Emergency Use Authorization (EUA} for emergency use of The Center for Infoction and
Immuaity, Columbia University's ("Columbia University”™) Cll-ArboVirePlex slUT-POR assuy
for the qualitative detection and differentiation of RNA from Zika virus, dengue virus,
chiknpunys vivus, and Wese Nile viras inseromg and for the gualitative detection of Zika vives
RNA in urine {collected slongside a patient-niatched serum specimen). The assay is intended for
use with specimens collected from individuals meeting Centers for Disease Conirol and
Frevention {CDC) Zika virus clinical eriteria (2.g. clinical signs and symptoms associated with
Zika virus infection andfor CDC Zika virus epidemiclogical eriteria {e.g., history of residence in
or wavel o 2 geographic reglon with active Zika tansmission af the e of travel, or biher
epidemiological criterfa for which Zika virus festing may be indicated), by laboratories in the
United States (U8} that are centified under the Clinical Laboratory Improvement Amendments
of JORE{ULIA) 42 U.8.€. § 2638, 1o perform high complexity tests, or by similarly qualified
non-US, laboratories, pursuant 1o séction 564 of the Federal Food, Drag, and Cosmetic Act {the
Agt} {21 U.8.C. & 360bbb-3}." Assay results are for the identification of Zika, dengue,
chikungunya, and West Nile viral RNA, Viral RNA 1s generally detectable in serum during the
acute phase of infection and, sccording to the updated CDC Guidance for LS, Laborstories
Testing for Zika Virus Infection,” up o 14 days mvserum and urine (possibly lofiger in uring),
following onset of symptoms, i present. Positive results are Indicative of current infection,

On Febroary 26, 2016, pursuant 16 section S64(bH 1N of the Aot (Z1118.0, & 160bbb-

3 TIC), the Secretary of Health and Hurman Services (HHS) deténmned that there ds a
significant potential for a public health emergency that has a significant potential to affect
national security or the health and security of ULS. citizens living abroad and that involves Zika
virus® Pursuant to section S64(bi1yofthe Act (21 1U.5.C. § 360bbb-3(b) 1Y), and on the bagis

For easeof reference; this Totter will refer to “laboratories in the Unied Stares (1150 that sre certified wnder the
Clinieal Labormory limprovement Amendments of 1988 (CLIAY 42 U.8.C. § 2634, w0 perform high complexity
iewls, of. . stmilidy qualified non-ULS! laboratories” as “authorized laboratories”

i Avvailablewt bip Uy il fesd T ihnee hiwl {last updated on Juby 24, 20171

~As amended by the Pandemic and Al Hazards Prepuredness Reagthorization Act, Pub, L, No, 113-5, under section

s g
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of such determination, the Secretary of HHS then declared that circumstances exist justifying
the authorization of the emergency use of in vitre diagnostic tests for detection of Zika virus
and/or diagnosis of Zika virus infection, subject o the terms of any authorization issved under
21 U.S.C. § 360bbb-3(a).

Having concluded that the criteria for issuance of this authorization under section 564(c} of the
Act (21 U.S.C. § 360bbb-3(c)) are met, I am authorizing the emergency use of the Cll-
ArboViroPlex rRT-PCR assay (as described in the Scope of Authorization section of this letter
{Section II}) in individuals meeting CDC Zika virus clinical criteria {e.g., clinical signs and
symptoms associated with Zika virus infection) and/or CDC Zika virus epidemiological criteria
{e.g., history of residence in or travel to a geographic region with active Zika transmiission at the
time of travel, or other epidemiological criteria for which Zika virus festing may be indicated)
{as described in the Scope of Authorization section of this letter (Section I1)) for the detection of
Zika virus infection by authorized laboratories, subject to the terms of this authorization.

1. Criteria for Issuance of Authorization

I have concluded that the emergency use of the ClI-ArboViroPlex tRT-PCR assay for the
detection of Zika virus and diagnosis of Zika virus infection in the specified population meets
the criteria for issuance of an authorization under section 564{(c) of the Act, because I have
concluded that:

1. The Zika virus ean cause Zika virus infection, a serious or life-threatening disease or
condition to humans infected with the virus;

2. Based on the totality of scientific evidence available to FDA, it is reasonable to believe
that the CII-ArboViroPlex rRT-PCR assay, when used with the specified instrument(s)
and in accordance with the Scope of Authorization, may be effective in detecting Zika
virus and diagnosing Zika virus infection, and that the known and potential benefits of
the CII-ArboViroPlex rRT-PCR assay for detecting Zika virus and diagnosing Zika
virus infection ontweigh the known and potential risks of such product; and

3. There is no adequate, approved, and available alternative to the emergency use of the
ClI-ArboViroPlex rRT-PCR assay for detecting Zika virus and dizgnosing Zika virus
infection.’

1. Scope of Authorization
1 have concluded, pursuant to section 564(d)(1) of the Act, that the scope of this authorization is

limited to the use of the authorized ClI-ArboViroPlex rRT-PCR assay by authorized laboratories
for the qualitative detection and differentiation of RNA from Zika virus, dengue virus,

564{b)(1)C) of the Act, the Secretary may make a determination of a public health emergency, or of a significant
gotcmial for a public health emergency.

HHS. Determination and Declaration Regarding Emergency Use of in Vitro Diagnostic Tests for Detection of Zika
Virus and/or Diggnosis of Zika Virus Infection. 81 Fed. Reg. 10878 (March 2, 2016).

* No other criteria of issuance have been prescribed by regulation under section 564{c)(4) of the Act.
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chikungunya virus, and West Nile virus in serum, and Tor the qualitative detection of Zika virus
RNA in urine (collected alongside a patient-matched serum specimen) in individuals meeting
CDC Zika virus clinical criteria (e.g., clinical signs and symptoms associated with Zika virus
infection) and/or CDC Zika virus epidemiological criteria (e.g., history of residence in or travel
to & geographic region with active Zika transmission at the time of travel, or other
epidemiological criteria for which Zika virus testing may be indicated).

The Authorized CII-ArboViroPlex rRT-PCR assay

The Cll-ArboViroPlex rRT-PCR assay is a multiplex one-step real-time reverse transeription
polymerase chain reaction (tRT-PCR} assay for the qualitative detection and differentiation of
RNA from Zika virus, dengue virus, chikungunya virus, and West Nile virus in serum, and other
authorized specimen types. The Cll-ArboViroPlex fRT-PCR assay can also be used for the
qualitative detection of Zika virus RNA in urine when collected alongside a patient-matched
serum specimen and other authorized whole blood derived specimen types.

To perform the CII-ArboViroPlex rRT-PCR assay, the RNA is first extracted and purified from
the patient specimen. The RNA is then reverse transcribed into ¢cDNA which is amplified using
the primer set and detected using the specific probe. The rRT-PCR is performed on the CFX96
Real-Time PCR Detection System (Bio-Rad), or other authorized instruments.

The CH-ArboViroPlex rRT-PCR assay includes the following materials or other authorized
materials:
*  ZIKV-MIX, DENV-MIX, CHIKV-MIX, WNV-MIX and RP-MIX vials containing
primers and probes for the assay targets and internal control
s ZPC,DPC, CP, WPC, HSC, ¢HSC, NTC vials containing the positive and negative
controls used in the assay
s Diluent vial used to reconstitute dried vials

The CII-ArboViroPlex rRT-PCR assay also requires the use of additional materials and ancillary
reagents that are not included with the test but are commonly used in clinical laboratories and are
described in the authorized Cll-ArboViroPlex rRT-PCR assay Instructions for Use.

The CII-ArboViroPlex rRT-PCR assay requires the following control materials, or other
authorized control materials; all controls listed below must generate expected results in order for
a test to be considered valid, as outlined in the Cli-ArboViroPlex rRT-PCR assay Instructions for
Use:

« Human Specimen Control: A human cell culture preparation used as an extraction
control and positive control for the RNase P primer and probe set that is extracted
and tested concurrently with the test specimens.

s  Extracted Human Specimen Control (€HSC): Extracted fotal nucleic acid from a
human cell culture preparation known to contain RNase P (eHSC), but negative for
viral targets, is used as a control for performance of RNase P primer/probe set and
PCR reagent function.

s Positive Controls for viruses: Run with each batch of patient specimens. Monitors
for failures of fRT-PCR reagents and reaction conditions.

o ZIKV Positive Contro] (ZPC), synthetic in vitro transcribed RNA
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o DENV Positive Control (DPCY, synthetic in virro transeribed RNA
o CHIKV Positive Control {CPT), synthetic i vifro transcribed RNA
o WNV Positive Control (WPCY, synthetic in virro transcribed RNA
& No Template Control (NTC): Sterile, nucleasesfree water—two NTC run with each
PCR plate. Monitors for reagent and svstem contamination.
¢ RNase P control in clinical samples: All clinical samples and HSC ave tested for
human RNase P, using the RP primer and probe set, to control for specimen quality
and asan indicator that nucleic acid resulted from the extraction process.

The above described CH-ArboViroPlex sRT-PCR assay, when labeled consistently with the
labeling authorized by FDA entitled “CH-ArboViroPlex (RT-PCR assav Instructions for Use”
(available st htipiwww e gy Medienl Devioes Bafely Emerae
which niay be revised by Columbia University in consultation with, and with concurrence of, the
Division of Micrabiology Devices (DMDYO#Hice of In Vitro Diagnostios and Radiclogical
Health (OIRY Ceriter for Devices and Radiolpgical Health (CDRHY, is authorized to be
distributed to and used by duthorized Iaboratories under this EUA, despite the fact that it does

notmeel cerlain reguirements stherwise required by federal Jaw,

The above deseribed ClI-ArboViroPlex rRT-PCR assay is authorized to be accompanied by the
following information perfaining v the emergency use; which is-authorized fo be made available
to healthcare providers and patients, including pregnant women:

= Fact Sheet for Healthoare Providers: Interpreting CH-ArboVirePlex sRT-PCR Assay
Test Results

e Fact Sheet for Patients: Understanding Results from the Cll-ArboViroPlex rRT-
PCR Assay

As described in Section TV below, Coluombia University and its authorized distribiutors are also
authorized to make available additional information relating to the emeérgency use of the
authorized Cl-ArboViroPlex tRT-PCR assay that is consistent with, and does not exceed, the
terms of this letter of authorization.

1 have concluded, pursuant 1o section 564(d)2)of the Act, that if is reasonable to believe that the
known and potential benefits of the avthorized CllsArboViroPlex R T-PCR assay inthe
specified population, when used for detection of Ziks virus and 10 disunose Zika virus inféction
and used consistently with the Scope of Authorization of this letter {Section 11, vutwei ghithe
known and potential risks of such a product,

Phave conclided, pursuant to section 564(d)3) of the Ack, based on the totality of scientifie
evidence available to FDA, that it is reasonable to believe that the suthorzed Cll-ArboViroPlex
TRT-PCR assay miay be effective i the defection 6f Zika Virus and diagnosis of Zika virus
infection, when used consistently with the Scope of Authorization of this letter (Section 11y,
pursuant to section S6A(CHNAY of the Act

FDA has reviewed the scientific information aviilable to FDA, inéluding the mformation
supporting the conclusions described in Section | above, and concludes that the authorized Cli-
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ArboViroPlex rRT-PCR assay, when used for detection of Zika virus and to diagnose Zika virus
infection in the specified population (as described in the Scope of Authorization of this letter
(Section IT}}, meets the criteria set forth in section 564{c) of the Act concerning safety and
potential effectiveness.

The emergency use of the authorized ClI-ArboViroPlex rRT-PCR assay under this EUA must be
consistent with, and may not exceed, the terms of this letter, including the Scope of
Authorization (Section If) and the Conditions of Authorization (Section IV). Subject to the
terms of this EUA and under the circumstarices set forth in the Secretary of HHS's determination
described above and the Secretary of HHS s corresponding declaration under section 564(b}(1),
the CII-ArboViroPlex rRT-PCR assay described above is authorized to detect Zika virus and
diagnose Zika virus infection in individuals meeting CDC Zika virus clinical criteria (e.g.,
clinical signs and symptoms associated with Zika virug infection} and/or CDC Zika virus
epidemiological criteria (e.g., history of residence in or travel to a geographic region with active
Zika virug transmissions at the time of travel, or otlier epidémiclogical criteria for which Zika
virus testing may be indicated).

This EUA will cease to be effective when the HHS declaration that circumstances exist to justify
the EUA is terminated under section 564(b)(2) of the Act or when the EUA is revoked under
section 564(g) of the Act.

I11. Waiver of Certain Requirements

I am waiving the following requirements for the Cll-ArboViroPlex rRT-PCR assay 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 the Cll-ArboViroPlex rRT-PCR
agsay.

s Labeling requirements for cleared, approved, or investigational devices, including
labeling requirements under 21 CFR 809,10 and 21 CFR 809,30, except for the
intended use statement (21 CFR 809.10(2)(2), (b)(2)}; adequate directions for use
(21 U.S.C. 352(f)), (21 CFR 809.10(b)(5), (7), and (8)); any appropriate limitations
on the use of the device including information required under 21 CFR 809.10(a)(4);
and any available information regarding performance of the device, including
requirements under 21 CFR 809.10(b){12).

IV, Conditions of Authorization

Pursuant to section 564 of the Act, I am establishing the following conditions on this
authorization:
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Caolumbia University and s Authorized Distributor(s)

A Columbia University and its authorized distributor(s} will distribute the suthorized
Cl-ArboViroPlex rRT-PCR assay with the authorized labeling only 1o authorized
laboratories. Changes to the authorized labeling may be made by Cohnnbia Unbversity
in consultation with, and require concurrence of, DMIVOIR/CDRH,

B, Columbia University and ite authorized distribantor(s) will provide to authorized
Iaboratories the authorized CH-ArboViroPlex fRT-PCR assay Faot Sheet for
Healthcare Providers and the authorized Cli-AvhoViroPlox sRT-PUR assay Fact Sheat
for Patients,

G Columbig University and ts-authorized distributor{s) will make available on their
websites the authorized Cll-ArboViroPlex (RT-PCR assay Fact Sheet for Healtheare
Providers and the guthorized CILArboVirePlex sRT-POR assay Fact Sheet for
Patients.

o

Columbia University and its authorized distributor(s) will inform authorized
iaboratories and relevant public health authoritw(ies) of this EUA, including the terms
and gonditions herein;

E. Columbia University and its authorized distributor(s) will ensure that the authorized
laboratories using the authorized Cll-ArboViroPlex tRT-PCR assay haves process in
place for reporting test results to healtheare providers and relevant public health
suthorities, as appropriate.”

E. Througha process of inventory control, Columbia University and its authorized
distributor{s} will maintain records of device nsage.

G Columbia-University-and its anthorized distributoris} will collectinformation on the
performance of the 1est. Columbia University will report to FDA any suspecied
oeeurrence of false positive and false negative results and significant deviations from
the established performance characteristios of the test of which Columbia University
becomes aware,

ot
g

Columbia University and s authorized distributor(s) are suthorized to make available
additional informution relating to the emergency vse of the authovized Cl-
ArboViroPlex tRT-PCR assay that is consistent with, and does not excesd, the terms of
thig letter of autherization.

Columbia University

L. Columbia University will notify FDA of any authorized distributor(s) of the ClI-

“ Fuor guestions related (6 reporting Zikd test resulis 16 velevant public health suihorities, it is recommended that
Columbin University, other authorzed distributor(s), and authorized laboratories consult with the applicable
countiy state, or territory health department(sl, According to CDC, Zika vieus dizsease s 3 vationally noiifiable
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ArboViroPlex rRT-PCR assay, including the name, address, and phone number of any
authorized distributor(s).

1. Columbia University will provide its authorized distributor(s) with a copy of this
EUA, and communicate to its suthorized distributor(s) any subsequent amendments
that might be made to this EUA and its authorized accompanying materials (e.g., Fact
Sheets, Instructions for Use).

K. Columbia University may request changes to the authorized ClI-ArboViroPlex rRT-
PCR assay Fact Sheet for Healthcare Providers and the authorized CII-ArboViroPlex
fRT-PCR assay Fact Sheet for Patients. Such requests will be made by Columbia
University in consultation with, and require concurrence of, DMD/OIR/CDRH.

L. Columbia University may request the addition of other instruments for use with the
authorized ClI-ArboViroPlex rRT-PCR assay. Such requests will be made by Columbia
University in consultation with, and require concurrence of, DMD/OIR/CDRH,

M. Columbia University may request the addition of other extraction methods for use with
the authorized CIl-ArboViroPlex fRT-PCR assay. Such requests will be made by
Columbia University in consuliation with, and require concurrence of, DMD/OIR/CDRH,

N. Columbia University may request the addition of other specimen types for use with the
authorized ClI-ArboViroPlex tRT-PCR assay. Such requests will be made by
Columbia University in consultation with, and require concurrence of,
DMD/CIR/CDRH.

O. Columbia University may request the addition and/or substitution of other control
materials for use with the authorized CII-ArboViroPlex rRT-PCR assay. Such requests
will be made by Columbia University in consultation with, and require concurrence of,
DMD/OIR/CDRH,

P. Columbia University may request the addition and/or substitution of other ancillary
reagents and materials for use with the authorized CIlI-ArboViroPlex tRT-PCR assay.
Such requests will be made by Columbia University in consultation with, and require
concurrence of, DMD/OIR/CDRH,

Q. Columbia University will assess traceability’ of the ClI-ArboViroPlex rRT-PCR assay
with FDA-recommended reference material(s). After submission fo FDA and
DMD/OIR/CDRH’s review of and concurrence with the data, Columbia University will
update its labeling to reflect the additional testing.

R. Columbia University will track adverse events and report to FDA under 21 CFR Part
803.

Authorized Laboratories

7 Traceability refers to tracing analytical sensitivity/reactivity back to a FDA-recommended reference material,
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S. Authorized laboratories will include with reports of the results of the ClI-ArboViroPlex
rRT-PCR assay the anthorized Fact Sheet for Healtheare Providers and the authorized
Fact Sheet for Patients, Under exigent circumstances, other appropriate methods for
disseminating these Fact Sheets may be used, which may include mass media.

T. Authorized laboratories will perform the Cll-ArboVirePlex tRT-PCR assay using the
NuchiSENS easyMAG antomated extraction platform (bioMérieux) or with other
authorized extraction methods.

U, Authorized laboratories will perform the Cll-ArboViroPlex rRT-PCR assay on the
CFX96 Real-Time PCR Detection Systern {Bio-Rad), or other authorized instruments.

V. Authorized laboratories will perform the Cl-ArboViroPlex rRT-PCR assay for Zika
virus, dengue virus, chikunguiya virus, and West Nile vitus on human séram or ofher
authorized specimen types.

W. Authorized laboratories will perform the Cli-ArboViroPlex sRT-PCR assay for Zika
virus on human urine when collected alongside g patientsmatched serum specimen and
other authorized whole blood derived specimen types.

X, Authorized laboratories will have a process in place for reporting fest results to
healthcare providers and relevant pubilic health authorities, as appropiiate.”

Y. Authorized laboratories will collectinformation on the performunce of the test and report
to: DMDVOIR/CDRHY {vigemaill: CORHEUA Reporiinai idabbeopy) and Columbia
University any suspected occurrence of false positive-or false negative results of which
they become sware.

Z. Al laboratory porsonnel using the test should be appropriately trained in RT-PCR
technigues and use appropriate laboratory and personal protective equipment when
handling this kit, and use the test in accordance with the authorized labeling.

Columbia University, Its Authorized Distributor(s), and Authorized Laboratovies
AA. Columbia University, its authotized distributor(s), and authorized laborafories, will
erisure thit any records associated with this BUA dre maintained until notified by FDA.
Such records will be made available to FDA for luspection upon reguest.

Conditions Related to Advertising and Promotion

BB. All advertising and promotional deseriptive printed matter relating to the use of the

* For questions related 1o reporting Zika test results to relevant public health authorities, it is recommended that
Columbia University, other authorized disiri (s}, and authorized laboratories consult with the applicable
souniry, state, or territory health department{s). According to CDC; Zikavirus disease i 2 nationally notifiable
eonditton (i Ve ode sovizilas,




Federal Register/Vol. 82, No. 206/ Thursday, October 26, 2017/ Notices 49631

Page 9~ Dr. W, Ian Lipkin, The Center for Infection and Immumnity, Columnbia University

authorized CII-ArboViroPlex rRT-PCR assay shall be consistent with the Fact Sheets
and anthorized labeling, as well as the terms set forth in this EUA and the applicable
requirements set forth in the Act and FDA regulations.

CC. All advertising and promotional descriptive printed matter relating to the use of the
authorized CIl-ArboViroPlex rRT-PCR assay shall clearly and conspicuously state that:

¢ This test has not been FDA cleared or approved;

s This test has been authorized by FDA under an EUA for use by anthorized
laboratories;

» This test has been authorized only for the detection and differentiation of RNA
from Zika virus, dengue virus, chikungunya virus, and West Nile virus, not for
any other viruses or pathogens; and

¢ This test is only authorized for the duration of the declaration that circumstances
exist justifying the authorization of the emergency use of in vitro diagnostic tests
for detection of Zika virus and/or diagnosis of Zika virus infection under section
564(b)(1) of the Act, 21 U.8,C. § 360bbb-3(b)(1), unless the authorization is
terminated or revoked sooner.

No advertising or promotional descriptive printed matter relating o the use of the authorized
CII-ArboViroPlex rRT-PCR assay may represent or suggest that this test is safe or effective for
the diagnosis of Zika virus infection.

The emergency use of the authorized Cli-ArboViroPlex TRT-PCR assay as described in this
letier of authorization must comply with the conditions and all other terms of this
authorization.

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 diagnostic tests for detection of Zika virus and/or
diagnosis of Zika virus infection is terminated under section 564(b)(2) of the Act or the EUA is
revoked under section 564(g) of the Act.

Sincerely,

Qe

Scott Gottlieb, M.D,
Commissioner of Food and Drugs

Enclosures
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Dated: October 20, 2017.
Leslie Kux,
Associate Commissioner for Policy.
[FR Doc. 2017-23224 Filed 10-25-17; 8:45 am]
BILLING CODE 4164-01-C

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2017-N-5818]

Pharmacy Compounding Advisory
Committee; Notice of Meeting;
Establishment of a Public Docket;
Request for Comments

AGENCY: Food and Drug Administration,
HHS.

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

SUMMARY: The Food and Drug
Administration (FDA) announces a
forthcoming public advisory committee
meeting of the Pharmacy Compounding
Advisory Committee (PCAC). The
general function of the committee is to
provide advice on scientific, technical,
and medical issues concerning drug
compounding under the Federal Food,
Drug, and Cosmetic Act (the FD&C Act),
and, as required, any other product for
which FDA has regulatory
responsibility, and to make appropriate
recommendations to the Agency. The
meeting will be open to the public.
DATES: The meeting will be held on
November 20, 2017, from 8:30 a.m. to 5
p-m. and November 21, 2017, from 8:30
a.m. to 11:30 a.m.

ADDRESSES: FDA White Oak Campus,
10903 New Hampshire Ave., Bldg. 31

Conference Center, the Great Room (Rm.

1503), Silver Spring, MD 20993-0002.
Answers to commonly asked questions,
including information regarding special
accommodations due to a disability,
visitor parking, and transportation may
be accessed at: https://www.fda.gov/
AdvisoryCommittees/
AboutAdvisoryCommittees/
ucm408555.htm.

FDA is establishing a docket for
public comment on this meeting. The
docket number is FDA-2017-N-5818.
The docket will close on November 17,
2017. Submit either electronic or
written comments on this public
meeting by November 17, 2017. Please
note that late, untimely filed comments
will not be considered. Electronic
comments must be submitted on or
before November 17, 2017. The https://
www.regulations.gov electronic filing
system will accept comments until
midnight Eastern Time at the end of

November 17, 2017. Comments received
by mail/hand delivery/courier (for
written/paper submissions) will be
considered timely if they are
postmarked or the delivery service
acceptance receipt is on or before that
date.

Comments received on or before
November 3, 2017, will be provided to
the committee. Comments received after
that date will be taken into
consideration by the Agency.

You may submit comments as
follows:

Electronic Submissions

Submit electronic comments in the
following way:

o Federal eRulemaking Portal:
https://www.regulations.gov. Follow the
instructions for submitting comments.
Comments submitted electronically,
including attachments, to https://
www.regulations.gov will be posted to
the docket unchanged. Because your
comment will be made public, you are
solely responsible for ensuring that your
comment does not include any
confidential information that you or a
third party may not wish to be posted,
such as medical information, your or
anyone else’s Social Security number, or
confidential business information, such
as a manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
comments, that information will be
posted on https://www.regulations.gov.

¢ If you want to submit a comment
with confidential information that you
do not wish to be made available to the
public, submit the comment as a
written/paper submission and in the
manner detailed (see ‘“Written/Paper
Submissions” and ‘“Instructions”).

Written/Paper Submissions

Submit written/paper submissions as
follows:

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

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

Instructions: All submissions received
must include the Docket No. FDA-
2017-N-5818 for “Pharmacy
Compounding Advisory Committee;
Notice of Meeting; Establishment of a
Public Docket; Request for Comments.”
Received comments will be placed in

the docket and, except for those
submitted as ‘“Confidential
Submissions,” publicly viewable at
https://www.regulations.gov or at the
Dockets Management Staff between 9
a.m. and 4 p.m., Monday through
Friday.

e Confidential Submissions—To
submit a comment with confidential
information that you do not wish to be
made publicly available, submit your
comments only as a written/paper
submission. You should submit two
copies total. One copy will include the
information you claim to be confidential
with a heading or cover note that states
“THIS DOCUMENT CONTAINS
CONFIDENTIAL INFORMATION.” The
Agency will review this copy, including
the claimed confidential information, in
its consideration of comments. The
second copy, which will have the
claimed confidential information
redacted/blacked out, will be available
for public viewing and posted on
https://www.regulations.gov. Submit
both copies to the Dockets Management
Staff. If you do not wish your name and
contact information to be made publicly
available, you can provide this
information on the cover sheet and not
in the body of your comments and you
must identify this information as
“confidential.” Any information marked
as “‘confidential” will not be disclosed
except in accordance with 21 CFR 10.20
and other applicable disclosure law. For
more information about FDA’s posting
of comments to public dockets, see 80
FR 56469, September 18, 2015, or access
the information at: https://www.gpo.gov/
fdsys/pkg/FR-2015-09-18/pdf/2015-
23389.pdf.

Docket: For access to the docket to
read background documents or the
electronic and written/paper comments
received, go to https://
www.regulations.gov and insert the
docket number, found in brackets in the
heading of this document, into the
“Search” box and follow the prompts
and/or go to the Dockets Management
Staff, 5630 Fishers Lane, Rm. 1061,
Rockville, MD 20852.

FOR FURTHER INFORMATION CONTACT:
Cindy Chee, Center for Drug Evaluation
and Research, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 31, Rm. 2417, Silver Spring,
MD 20993-0002, 301-796-9001, Fax:
301-847-8533, email: PCAC@
fda.hhs.gov, or FDA Advisory
Committee Information Line, 1-800—
741-8138 (301-443-0572 in the
Washington, DC area). A notice in the
Federal Register about last minute
modifications that impact a previously
announced advisory committee meeting
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