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Dated: June 21, 2017.
Anna K. Abram,

Deputy Commissioner for Policy, Planning,
Legislation, and Analysis.

[FR Doc. 2017-13666 Filed 6-29-17; 8:45 am|
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2017-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 Nanobiosym
Diagnostics, Inc. and DiaSorin Inc. 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

Sincerely,

Stephen Ostroff, M.D.

Acting Commissioner of Food and Drugs

explanation of the reasons for issuance,
are reprinted in this document.

DATES: The Authorization for
Nanobiosym Diagnostics, Inc. is
effective as of March 20, 2017; the
Authorization for DiaSorin Inc. is
effective as of April 5, 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
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
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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 360e) 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

1The Secretary of HHS has delegated the
authority to issue an EUA under section 564 of the
FD&G Act to the Commissioner of Food and Drugs.

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
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 February 24, 2017,
Nanobiosym Diagnostics, Inc. requested,
and on March 20, 2017, FDA issued, an
EUA for the Gene-RADAR® Zika Virus
Test, subject to the terms of the
Authorization. On March 30, 2017,
DiaSorin Inc. requested, and on April 5,
2017, FDA issued an EUA for the
LIAISON® XL Zika Capture IgM 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)
follow and provide an explanation of
the reasons for issuance, as required by
section 564(h)(1) of the FD&C Act:


https://www.regulations.gov/
https://www.regulations.gov/
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March 20, 2017

Anita Goel, MD, Ph.D.
Chairman and CEO
Nanobiosym Diagnostics, Inc.
245 First Street, 18" Floor
Cambridge, MA 02142

Dear Dr. Goel:

This letter is in response to your request that the Food and Drug Administration (FDA) issue an
Emergency Use Authorization (EUA) for emergency use of Nanobiosym Diagnostics, Ine.’s
(“Nanobiosym™) Gene-RADAR™ Zika Virus Test for the qualitative detection of RNA from Zika
virus in humarn seram from individuals meeting Centers for Disease Control and Prevention
{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 transmission at the time of travel, or other
epidemiological criteria for which Zika virus testing may be indicated), by laboratories in the
United States (U.8.) that are certified under the Clinical Laboratory Improvement Amendments
of 1988 (CLIA), 42 U.S.C. § 2634, to perform high complexity tests, or by similarly qualified
non-U.S. Taboratories, pursuant to section 564 of the Federal Food, Drug, and Cosmetic Act (the
Acty (21 U'S.C. § 360bbb-3)." Test results are for the identification of Zika virus RNA. Zika
virus RNA is generally detectable in serum during the acute phase of infection and, according to
the updated CDC Guidance for U.S, Laboratories Testing for Zika Virus Infection,” up to 14
days in serum, following onset of symptoms, if present. Positive results are indicative of current
infection.

On February 26, 2016, pursuant to section S64(bY1YC) of the Act (21 U.S.C. § 360bbb-
IMYINCY), the Secretary of Health and Human Services (HHS) determined 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.,” Pursuant to section 564(b)(1) of the Act (21 U.S.C. § 360bbb-3(b)( 1)), and on the basis

! For-ease of reference, this letter will refer to “labosatories in the United States (115} that are certified under the
Clinical Laboratory Improvement Amendments of 1988 (CLIA}, 42 U.S.C. § 263a, 1o perform high complexity
tests, or by similarly quatified non-L1.S. laboratories” as “authorized laboratories.”

* Available at b www e, govis 1 (last updated on November 16, 2016);

* As amended by the Pandemic and All Hazdrds Preparedness Reauthorization Act, Pub. L. No. 113-5, under section
5640 1THC) of the Act, the Secretary may make a determination of a public health emergeéncy, orof a significant
potential for a public health emergency.
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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 vitro diagnostic tests for detection of Zika virus
and/ordiagnosis of Zika virus infection, subject to the terms of any authorization issued under
21 US.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 miet, 1 am authorizing the emergency use of the Gene-
RADAR® Zika Virus Test (as described in the Scepe of Authorization section of this letter
(Section )Y 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 inor fravel to a geographic region with active Zika transmission at the
time of travel, or other epidemiological criteria for which Zika virus testing may be indicated)
(as described in the Scope of Authorization section of this letter (Section 1)) for the detection of
Zika virus infection by authorized laboratories, subject to the termis of this authorization.

L. Criteria for Issuance of Authorization

T have concluded that the emergency use of the Gene-RADAR"™ Zika Virus Test 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 can cause Zika virus infection, a serious or life-threatening disease or
condition to humans infected with the virus;

2. Based on the totality of scientifie evidence available to FDA, it is reasonable to believe
that the Gene-RADAR™ Zika Virus Test, when used with the specified instrument(s)
and in accordance with the Scope-of Authorization, may be effective in detecting Zika
virus and chagnosmg Zika virus mfection, and that the known and potential benefits of
the Gene-RADAR™ Zika Virus Test for detecting Zika virus and diagnosing Zika virus
infection cutweigh the known and potential risks of such product; and

3. There s no aciequatc approved, and available alternative to the emergency use of the
Genc»RADAR Zika Virus Test for detecting Zika virus and diagnosing Zika virus
infection.’

1L Scope of Authorization

[have concluded; pursuant to section S64{d)(1) of the Act, that the scope of this authorization ig
limited to the use of the authorized Gene-RADAR™ Zika Virus Test by authorized laboratorics

~ for the detection of RNA from Zika virus and diagnosis of Zika virus infection in individuals
meetmg CDC Zika virus clinical criteria (e.g., clinical signs and symptoms associated with Zika
vifus infection) and/or CDC Zika virus epidemiological criteria (e.g., history of residence in or

*HHS. Dez‘e:minaﬁon and Declaration Regarding Emergency Use of in Viire Diagnostic Tests for Detection of Zika
Firus and/or Diagnosis of Zika Virus Infection: 81 Fed, Reg. 10878 (March 2, 2016},
¥ No othier criteria of issuance have been prescribed by regulation under section 564(c){4) of the Act.
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travel to a 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 Gene-RADAR® Zika Virus Test

The Gene-RADAR™ Zika Virus Test is a real-time reverse transcription polymerase chain
reaction (fRT-PCR) assay for the qualitative detection of RNA from Zika virus in human serum
and other authorized specimen types.

To perforin the Gene-RADAR® Zika Virus Test, 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 Gene-
RADAR” Platform, or other authorized instruments.

The Gene-RADAR" Zika mes Test includes the following materials or other authorized
materials: GenedlA{)AR "Zika Virus Kit Buffer | (containing primers, pmhes and reaction
buffer), Gene-RADAR™ Zika Virus Intﬁmai Process Control, Gene-RADAR®™ Zika Virus
Pmmwmegatwe Control, Gene-RADAR™ Nanochips for use with samples and controls. The
Gene-RADAR™ Zika Virus Test 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
dem ibed in the authorized Gene-RADAR™ Zika Virus Test Insimctmns for Use.

The Gene-RADAR™ Zika Virus Test 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 Gene-RADAR® Zika Virus Test Instructions for Use:

s Gene-RADAR® Zika Virus Positive Control: Synthetic Zika RNA target sequence

- that can be amplified and detected ~ run with each batch of patient specimens.
Monitors for failures of rRT-PCR reagents and reaction conditions.

e Negative Control: DNase and RNase-free water — run with each batch of patient
specimenis. Monitors for reagent and system contamination.

& Gene-RADAR® Zika Virus Internal Process Control: inactivated and stabilized
MS2 Bacteriophage, requires extraction ~ added to each sample and control during

* the extraction step. The MS2 RNA is co-extracted and co-amplified with the target

nucleic acid, and monitors for integrity of the kit reagents, equipment function and
the presence of amplification inhibitors in the samples.

The above described Gene-RADAR® Zika Virus Te%t when labeled consistently with the
labeling amhﬁn!nd by FDA entitled “Gene-RADAR® Zika Viras Test Instructions for Use”
(available at bt Pwwwe il poviMedical Dovicey/ Safery BmerpenoySituations uem 181496, him),
which may be rewsed by Nanohiosym in consultation with the Division of Microbiology
Devices (DMD)YOffice of In Vitro Diagnostics and Radiological Health (OIRY/Center for
Devices and Radiological Health (CDRH), is authorizéd to be distributed to and used by
authorized laboratories under this EUA, despite the fact that it does not meet certain
requirements otherwise required by federal faw.

~ The above described Gene-RADAR™ Zika Virus Test is authorized to be accompanied by the
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following information pertaining to the emergency use, which is authorized to be made available
to healtheare providers and patients, including pregnant women:

o Fact Sheet for Healthcare Providers: Interpreting Gene-RADAR® Zika Virus Test
Results ‘

e Fact Shest for Patients: Understanding Results from the Gene-RADAR” Zika
Virus Test

As deseribed in Section IV below, Nanobiosym and its authorized distributors are also
authorized to make available additional information relating to the emergency use of the
authorized Gene-RADAR™ Zika Virus Test that is consistent withi; and does not exceed, the
terms of this letter of authorization.

1 have concluded, pursuant fo section 564(d)(2) of the Act, that itis reasonable to believe that the
known and potential benefits of the authorized Gene-RADAR"™ Zika Virus Test in the specified
population, when used for detection of Zika virus and to diagnose Zika virus infection and used

consistently with the Scope of Authorization of this letter (Section II), outweigh the known and

potential risks of such a product.

1 have concluded, pursuant to section 564(d)(3) of the Act, based on the totality of scientific
evidence available to FDA, that it is reasonable to believe that the authorized Gene-RADAR™
Zika Virus Test may be-effective in the detection of Zika virus and diagnosis of Zika virus
infection, when used consistently with the Scope of Authorization of this letter (Section I1),
pursuant to section S64(c2)(A) of the Act:

FDA has reviewed the scientific information available to FDA, including the information
supporting the conclisions described in Section Labove, and concludes that the authorized Gene-
RADAR"™ Zika Virus Test, 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 1)), meets the criteria set forth in section 564(c) of the Act concerning safety and
potential effectiveness.

The emergency use of the authorized Gene-RADAR™ Zika Virus Test under this EUA must be
consistent with, and may not exceed, the terms of this letter, including the Scope of
Authorization (Section I} and the Conditions of Authorization (Section IV). Subject to the
terms of this EUA and under the circumstances 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 Gene-RADAR® Zika Virus Test 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 virus infection) and/or CDC Zika virus
epidemiological criteria (e.g., history of residence in or travel to a geographic region with active
Zika virus transmissions at the time of travel, or.other epidemiological 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.
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111 Waiver of Certain Requiremernits

I am waiving the following requirements for the Gene-RADAR™ Zika Virus Test during the
duration-of this EUA:

s - Current good manufacturing practice requirements, including the quality system
requirements under 21 CFR Part 820 with respect to the design, manufactura
packaging, labelmg storage, and distribution of the Gene-RADAR™ Zika Virus
Test.

o 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 uvse statement (21 CFR 809.10(a}(2), (b)(2)), adequate directions for use
(21 ULS.C352(D), (21 CFR 809.10{(b¥(5), (7}, and (R)), 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, [ am establishing the following conditions on this
authorization:

Nanobiesym and Its Authorized Distributor(s)

Al

Nanobiosym and its authorized distributor(s) will distribute the authorized Gene-
RADAR® Zika Virus Test with the authorized labeling only to authorized laboratorigs,
Changes to the authorized labeling may be made by Nanobiosym in consultation with,
and require concurrence of, DMD/OIR/CDRH.

Nanobiosym and its authomt,d distributor(s) will provide to authorized laboratories
the authorized Gene-RADAR® 7 :ka Virus Test Fact Sheet for Healthcare Providers
and the authorized Gene-RADAR® Zika Virus Test Fact Sheet for Patients.

Narnobiosym and its authorized distributor(s) will make available on their websites the
authorized Gene-RADAR® Z.i_}ga Virus Test Fact Sheet for Healthcare Providers and
the authorized Gene-RADAR® Zika Virus Test Fact Sheet for Patients.

Nanobiosym and its authorized distributor(s) will inform authorized laboratories and
relevant public health authority(ies) of this EUA, including the tetms and conditions
herein.

Nanobiosym and its authorized distributor(s) will ensure that the authorized
laboratories using the authorized Gene-RADAR® Zika Virus Test have a process in
place for reporting test results to healtheare providers and relevant public health
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authorities, as appropriate.”

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

G. Nanobiosym and its authorized distributor(s) will collect information on the
performance of the test. Nanobiosym will report to FDA any suspected occurrence of
false positive and false negative results and significant deviations from the established
performance characteristics of the test of which Nanobiosym becomes aware.

H. Nanobiosym and its authorized distributor(s) are authorized to make available
additional information relating to the emergency use of the authorized Gene-RADAR®Y

- Zika Virus Test that s consistent with, and does not exceed, the terms of this letter of
authorization. ‘

Manebiosym Diagnostics, Inc.

1. Nanobiosym will notify FDA of any authorized distributor(s) of the Gene-RADAR®
Zika Virus Test, including the name, address, and phone number of any authorized
distributor(s).

¥, Nanobiosym will provide its authorized distributor(s) with & copy of this EUA, and
communicate to its authorized 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. Nanobiosym may request changes to the authorized Gene-RADAR" Zika Virus Test
Fact Sheet for Healthcare Providers and the authorized Gene-RADAR” Zika Virus
Test Fact Sheet-for Patients. Such requests will be made by Nanobiosym in
consultation with, and require concurrence of, DMD/OIR/CDRH.

L. Nanobiosym may request the addition of other instruments for use with the authorized
Gene-RADAR™ Zika Virus Test. Such requests will be made by Nanobiosym in
consultation with, and require concurrence of, DMD/OIR/CDRH.

M. Nanobiosym may request the addition of other extraction methods for use with the
- i o - e . E x
authorized Gene-RADAR™ Zika Virus Test. Such requests will be made by Nanobiosym
in consultation with, and require concurrence of, DMD/OIR/CDRH.

N. Nanobiosym may request the addition of other specimen types for use with the
authorized Gene-RADAR® Zika Virus Test. Such requests will be made by
Nanobiosym in consultation with, and require concurrence of, DMD/OIR/CDRH.

 For questions related to reporting Zika test results to relevant public health authorities; it is recommended that
Nanobiosym, other authorized distributor(s), and auvthorized laboratories consult with the applicable country, state or
territory health department(s). According to CDC, Zika virus disease is a nationally notifiable condition {see
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0.

R.

Nanobiosym miay request the addition and!m substitution of other control materials for
use with the authorizéd Gene-RADARY Zika Virus Test. Such requests will be made
by Nanobiosym in consultation with, and require concurrence of, DMD/OIR/CDRH.

Nanobiosym may request the addition and/or substitution of other ancillary reagents and
materials for use with the authorized Gene-RADAR® Zika Virus Test. Such requests
will be made by Nanobiosym in consultation with, aud require concurrence of,
DMD/OIR/CDRH.

Nanobiosym will assess traceability” of the Gene-RADAR™ Zika Virus Test with FDA-
recommended reference material(s). After submission to FDA and DMD/OIR/CDRHs
review of and concurrence with the data, Nanobiosym will update its labeling to reflect
the additional testing,

Nanobiosym will track adverse events and report to FDA under 21 CFR Part 803.

Autthorized Laboratories

S.

V.

Authorized laboratories will include with reports of the results of the Gene-RADAR®
Zika Virus Test the anthorized Fact Sheet for Healthcare Providers and the authorized
Fact Sheet for Patients. Under exigent circumstances, other appropriate methods for
digseminating these Fact Sheets may be used, which may include mass media.

Authorized laboratories will perform the Gene-RADAR® Zika Virus Test using the
QIAamp” Viral RNA Mini Kit or with other authorized extraction methods.

Authorized laboratories will perform the Gene-RADAR" Zika Virus Test on the Gene-
RADAR® Platform, or other authorized instruments.

Authorized laboratories will perform the Gene-RADAR® Zika Virus Test on human
serum ot other authorized specimen types.

. Authorized laboratories will have a process i place for reporting test 1e€;uits to

healthcare providers and relevant public health authorities, as appropriate.®

. Authorized laboratories will collect inf(mnatian on the performance of the test and report

to DMD/OIR/CDRH (vig email CORE-EUA-Reportin aJilis povy and Nanobiosym
any suspected occurrence of false positive or false negative results of which they become

aware.

i

7 Traceability refers to tracing analytical sensitivity/reactivity back to 3 FDA-recommended reference material,

¥ For questions related to reporting Zika test results to relevant public health authorities, it is recommended that
Nanobiosym, other authorized distributor(s), and authorized laboratories consult with the applicable country, state
or territory health de;:amnem{ﬁ} According to CDC, Zika virus disease is a nationally notifiable condition.

Ty
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Y. All laboratory personnel using the test should be appropriately trained in RT-PCR
techniques and use appropriate laboratory and personal protective equipment when
handling this kit, and usé the test in accordance with the authorized labeling.

Nanobiosym, Its Authorized Distributor(s) and Authorized Laboratories

Z. Nanobiosym, 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 FDA for inspection upon request.

Conditions Related to Advertising and Promotion

AA: All advertising and promotional descriptive printed miatter relating to the use of the
authorized Gene-RADAR® Zika Virus Test shall be consistent with the Fact Sheets and
authorized labeling, as well as the terms set forth in this EUA and the applicable
requirements set forth in the Act and FDA regulations.

BB. All advertising and promotional descriptive printed matter relating to the use of the
authorized Gene-RADAR® Zika Virus Test shall clearly and conspicuously state that:

o This test has not been FDA cleared or approved;

e This test has been authorized by FDA under an EUA for use by authorized
laboratories; ‘

s This test has been authorized only for the detection of RNA from Zika virus
and diagnosis of Zika virus infection, not for any other viruses or pathogens;
and

o This test is only authorized for the duration of the declaration that circumstances
exist justifving 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.S.C. § 360bbb-3(b)(1), unless the authorization is
terminated or revoked sooner.

No advertising or promotional descriptive printed maiter relating fo the use of the authorized ‘
Gene-RADAR® Zika Virus Test may represent or suggest that this test is safe or effective for
the diagnosis of Zika virus infection.

The emergency use of the authorized Gene-RADAR™ Zika Virus Test as described in this
letter of anthorization must comply with the conditions and all other terms of this
authorization,
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V. Duration of Authorization

This EUA will be effective until the declaration that circumstances exist justifving 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;

Siephen Ostroff, M.D.
Acting Commissioner of Food and Drugs

Enclosures



Federal Register/Vol. 82, No. 125/Friday, June 30, 2017/ Notices 29897

B
ot %

< »
i @‘{fﬁ DEPARTMENT OF HEALTH AND HUMAN SERVICES

Wﬁ

i

e

i
%
‘iﬁmﬁ'% i

April 5, 2017

Mari Meyer

Vice President, Regulatory and Clinical Affairs, North America
DiaSorin Incorporated

1951 Northwestern Avenue

Stillwater, MIN 55082

Dear Ms: Meyer:

Thils letter is in response to your request that the Food and Drug Administration (FDA) issue an
Emergency Use Authorization (EUA) for emergency use of DiaSorin Incorporated’s (“DiaSorin™
LIAISON®™ XL Zika Capture IgM Assay for the presumptive qualitative detection of Zika virus
1gM antibodies in human sera collected from individuals meeting the Centers for Disease Control
and Prevention (CDCY Zika virus clinical eriteria (e.g., a history of clinical signs and symptonis
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 critetia for which Zika virus testing may be indicated), by laboratories in
the Unifed States that are certified under the Clinical Laboratory Improvement Amendments of
1988 (CLIA), 42 U.S.C. § 263a, to perform high or moderate complexity tests, or by similarly
qualified non-U.S. laboratorfes,' pursuant to section 564 of the Federal Food, Drug, and Cosmetic
Act (the Act) (21 U.S.C. § 360bbb-3). Specimens used with the LIAISON" XL Zika Capture IgM
Assay should be collected between 8 days and 10 weeks after onset of symptoms or risk of
exposure. Where there are presumptive Zika IgM positive and presumptive recent Zika positive
results from the LIAISON® XL Zika Capture IgM Assay, confirmation of the presence of anti-Zika
IgM antibodies requires additional testing, as described in the Scope of Authorization of this Jetter
(Section 1) and in the authorized Instructions for Use document, and/or consideration alongside
test results for other patietit-matched specimens using the latest CDEC testing alporithms for the.
diagnosis of Zika virus infection.

On February 26, 2016, pursnant to section 564(b)(1)(C) of the Act (21 U.8.C. § 360bbb-
HBHINC), the Scoretary of Health and Human Services (HHS) determined that there jsa -
significant potential for a public health emergency that has 4 significant potential to affect national
security or the health and security of United States citizens living abroad and that involves Zika
virus? Pursuant to section 564(b)(1) of the Act (21 U.B.C. § 3606bb-3(b)( 1)), and on the basis of
such determination, the Secretary of HHS then declared that circumstances exist justifying the
authorization of the emergency use of in vitro diagnostic tests for detection of Zika virus and/or”

! Forease of reference, this leter will refer to *laboratoriey in the United States that sre corificd under the Clinieal
Laboratory Improvement Amendments of 1988 (CLIA), 42 UR.C, § 2634, 1o perform hinh-or moderate complexity
tests, or by similarfy qualified non-U1 S, laboratories™ as “authorized laboratories.”

g amended by the Pandemic and All-Hazards Preparedncss Reauthorization Act, Pub. L, No. 113-5, under section
SEHBHINC) of the Act; the Secretary may make 4 determination of a public health srergency, orof a significant
potential for 2 public health emergency.
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dxagﬁmlg of Zika virus infection, subject to the terms of any authorization issued under 21 U.8.C.
& 3606bb-3(a).”

Havmég concluded that the erfteria Tor issuance of this-authorization under section 564(c) of the At

(21 U.8.C. § 360bbb-3¢) are met, T ant authorizing the emergency use of the LIAISON® XL Zika
Capture i‘g,M Assay {as described in the Scape of Authorization section of this letter (Section 1)} in
individuals meeting CDC Zika virus clinical criteria (e.g., 2 history of clinical signs and symptoms
associated with Zika virus infection) and/or CDC Zika viras epidemiological criteria (e.g, history
of residence in-or travel 103 geographic region with detive Zika transmission at the time of travel,
or otherepidemiological criteria for which Zika virus testing may be indicated) (as deseribed in the
Scope of Authorization section of this letter (Section I1)) for the presumptive qualitative detection
of Zika virus infection by authorized laboratories, subject to the terms of this authorization.

I. Criteria for Issuance of Authorization

I have concluded that the emergency tse of the LIAISON® XL Zika Capture IgM Assay for the
presumplive qualitative detection of Zika vires 1gM antibodies in the specified population meety
the criteria for issuance of an authorization under section 364(c) of the Act, because | have
concluded that:

The Zika virus ¢an cause Zika virus infection, & 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 LIAISON®™ XL Zika Capture IgM Assay may be effective in ﬁlﬁg’m&mg recent Zika
virus infection, and that the known and potential benefits of the LIAISON® XL Zika
Capture IgM Assay for diagnosing Zika virus infection outweigh the known and potential
tigks of such product, when, for'presumptive Zika IgM positive and presumptive recent Zika
positivie results, additional testing (as deseribed in the Tnstnictions for Use document) is
performed andfor test results for other patient-matched specimens (using the latest CDC
testing algorithms for the diagnosis of Zika virus infection) are considered; and

3. Thereis no adequate, approved, and available alternative to the emergency use of the
LIAISON® XL Zika Capture [gM Assay for diagnosing Zika virus infection.”

1L Scopeof Authorization

1 have concluded, pursuant to section S64(d)1 1) of the Act, that the scope of this amhamatmn i
limited to the use of the authorized LIAISON™ XL Zika C apture TgM Assay by authorized
laboratories for the presumptive qualitative detection of Zika virus IgM antibodies in individuals
mieeting CDC Zika virus elinical criteria {e.z., a history of elinical signs and sympioms associated
with Zika virus infection) and/or CDC Zika virus epidemiological eriteria (e.g., history of residence
inortravel 1o a geographic region with active Zika transmission-at the time of travel, or other

YHHS: Determination and Declaration Regarding Emergeney Use of b Vitre Diagiostic Yests for Detoction of Zika
Piruy andlor Dlagnnsis of Zika Vives Infection. 81 Fed, Reg, 10878 (March 2, 2016}
No other eriteria of issuance have boes prescribed by regulation under section 564(e)(4 ) of the Act
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epidemiological criteria for which Zika virus testing may be indicated} when, for pr ekmnpii\ e Zika
gM positive and presumiptive recent Zika pasuwe results, additional testing (as deseribed in the
Instructions for Use document) is per formed” and/or test results for other patient-matched
specimens (using the latest CDC testing algorithims for the diagnosis of Zika virus infection) are
considered.

The Authorized LIAISON® XL Zika Capture IgM Assay

The LIAISON® XL Zika Capture IgM Assay is an automated immunoassay utilizing
chemiluminescent detection technology for the in virre presumptive gualitative detection of Zika
virus TeM antibodies in human sera and other authorized specimen types from individuals mecting
CDC Zika virus clinical criteria (e.g., 8 history of clinical signs and symproms associated with Zika
virug infectiony and/or CDC Zika virus epidemiological eriteria (e.g., history of residence inor
travel to o geographic region with sctive Zika transmission at the time of travel, or other
epidemiological criteria for which Zika virus testing may be indicated). The test procedure is based
on-capturing human IgM and 1gG antibodies from the patient specinien using magnetic particles
functionalized witheeither anti-human-IgM antibody or anti-human-1gG antibody followed by the
addition of Zika virus specific NS1 antigen and detector conjugate. The 1gG result is used ay an ad
in the identification of & recent zxi\a viral infection when the IgM result falls in the dual cut-off
zone as outlined in the LIAISON™ XL Zika Capture 1gM Assay Instructions for Use.

One of the limitations of this testis the possibility of false positive results in patients witha
history of infection with other flaviviruses. For presumiptive Zika IghM positive of presumptive
recent Zika positive results, additional testing {as described in the lnstructions for Use document)
and/or consideration of test results for other patient-matched specimens, using the latest CDC
testing alporithms for the diagnosis of Zika viras infection, is therefore required to confinm Zika
virus infection,

The aatomated assay uses two separate reagent packs (ZIKV-M and ZIKV-C Reagent Integrals)

which contain magnetic beads coated with either a moneclonal anti-human-1gM antibody ora
monoclonal anti-human-1gG antibody. Cal zbramrx patient sera or controls are then incubated
with both reagent packs during the LIAISON™ XL Zika Capture IgM Assay procedure and
either human IgM antibodies or hinnan 156G antibodies are captured by the appropriate magnetic
particles. Fel‘iowiﬂg a wash cyele, the magnetic particles are then incubated with a
recoimbinant Zika virus NS antigen-isoluminol conjugate; washed and reagents added to
induce chemiluminescence that can be measured by the LIAISON® XL Analyzer or other
instruments that may be authorized. The LIAISON™ XL Zika Capture IgM Assay requires both
the ZIKV-M and ZIKV-C Reagent Integrale 1o be calibrated under specific conditions described
in the authorized LIAISON® X1 Zika Capture IgM Assay Instructions for Use:

The LIAISON® XL Zika Capture IgM Assay includes the following materials, or other authorized
materials:

s ZIKV-M Reagent Integral:

* As discussed in the Tostruotions for Use document; the additional testing for presumptive Zika IgM positive or
presunplive révent Zika positive results 15 to be performed using the Tatest CDC testing algorithims for the dlagnosis of
Zika viras indecdon,
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& Maugnetic Particles —coated with & mouse monoclonal antibody to human
IgM ;
Calibrator 1~ Human serum/defibrinated plasma containing Fika virus IgM
Calibrator 2 - Human serom/defibrinatéd plasma containing Zika virus IgM
Specimen Diluent ‘
Assay Buffer

6 oo

s ZIKV-C Reagent Integral:
o Magnetic Particles —coated with-a mouse monoclonal antibody to human 1gG
o Specimen Diluent
o Assay Buffer

o Additional components not on the Reagent Integrals:

o ZIKV-M Conjugate Lyophilized — recombinant Zika wm& NEST antigen
conjugated to an isoluminol derivative

o ZIKV-C Conjugate Lyophilized - recombinant Zika virus NS anbigen
conjugated to an isoluminol derivative

o ZIKV-C Calibrator I~ Human serumi/defibrinated plasma containing Zika
virus [gG

o ZIKV-C Calibrator 2- Human serum/defibrinated plasma containing Zika
virus 1gG

The LIAISON® XL Zika Capture [gM Assay requires the following control materials or other
authorized control materials, which are not provided with the test;

» LIAISONY XL Zika Capture IgM Control Set: The positive control aids in \’Eﬁ‘if}»’iﬂg
the validity of the kit.

Controls Hsted above must be performied onee per day of use, 'or according to the guidelinesor
requirements of local regulations or aceredifed organizations. Controls must generate expested
resilts in order for patient results to be considered valid.

The LIAISON™ XL Zika Capture [gM Assay also requires the use of additional materials and
ancillary rm&mts commonly used in clinical laboratories and that are described in the authorized
LIAISON™ XL Zika Captore IgM Assay Instructions for Use:

The above described LIAISON® XL Zika iiaptmx IgM Assay, when labeled consistently with the
labeling authorized by FDA entitled “LIAISON® XL Zika C‘apium gl Assay Instructions for
Use” {amii&h}u at

‘ dicalDevi alete BmerpenevBiustionsiuanl 61496 hom), s
au{hon?ed m hm distributed to-and used by authonized ] abmaton@x under this EUA, despite the
fact that it does not meet certain requirements otherwise required by federal law, This labeling
may be revised by DiaSorin in consultation with, and with concurrence of, the Divisionof
Microbiology Devices (DMDVOffice of In Vitro Diagnostics and Radiclogical Health
{QOIRYCenter for Devices and Radiological Health (CDRHY
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The above described LIAISON™ X1, Zika Capture IgM Assay is authorized to be accompanied by
the following information pertaining to the emergency se; which is authorized to be made
available to healtheare providers and patients:

e Fact Sheet for Healthcare Providers: Interpreting LIAISON™ XL Zika Capture [gM
Assay Results: ‘

# Fact Sheet for Patients; Understanding Results from the LEMS{I}N@ XL Zika Capture
TgM Assay

Other Fact Sheets dwdeptd by DiaSorin in consultation with, and with concurrence of, the
Office of Counterterrorism and Emerging Threats {OCETYOffice of the Chief Scientist
{OCSYOffice of the Commissioner {OCyand DMD/OIR/CDRH may be authorized to.
accompany the above described LIA ISON® XL Zika Capture IpM- Assay and to be made
available to healthcare providers and patients,

As described in Section IV below, DiaSorin is also authorized to make available additional
information relating to the emergency use of the authorized LIAISON™ XL Zika Capture IgM
Assay that is consistent with, and does not exceed, the terms of this letter of authorization,

1 have concluded, pursuant to section: S64(dJ(2) of the Act, that it is reasonable {0 believe that the
known and potential benefits of the authorized LIAISON ® X1 Zika Capture 1gM Assay in the
specified population, when used for presumptive qualitative detection of Zika viras Igh antibodies
and used consistently with the Scope of Authorization of this letter (Section 11}, cutweighthie
known and potential risks of such a product.

1 have concluded, pursuant to section *M{d}{ Jyofthe Act, based on the totality of amemmc

evidence available to FDA, that it is reasonable to believe that the authorized LIAISON® XL
Zika Capture IgM Assay may be effective in the diagnosis of recent Zika virus infection, when
used consistently with the Scope of Authorization of this letter (Section 1}, pursuant to section
So4{eH2MAYof the Act.

FDA has reviewed the scientific information avatlable fo FDA, including the information
xup;mmng the conclusions described in Section | above, and concludes that the authorized
LIAISON" X1 Zika Captute 1eM Assay, when used to diagnose Zika virgs infection in the
specified population (a5 described in the Seope of Authorization of this letter (Section 1D, meets
the criteria set forth in section 364{c) of the Act concerning safety and potential effectiveness.

The emergency use of the authorized LIAISON * X1 Zika Capture 1gM Assay under this EUA
must be consistent with, and may not exceed, the terms of this letter, iictuding the Scope of
Authorization (Section 11y and the Conditions of Authorization (Section 1V}, Subject to the terms
of this EUIA and under the circumstances set forth in the Secretary of HHB's determunation
described above and the Secretary of HHS's corresponding declaration under section S64(b)(1), the
LIAISON® XL Zika Capture IgM Assay described above is authorized to diagnose Zika virus
infection in individuals meeting CDC Zika virus clinical criteria (e.g., @ history of clinical signs and
symptoms associated with Zika virus infectiony and/or CDC Zika viras epidemiological criteria
{e.1,; history of residence inor travel to @ geographic region with active Zika transmission at the
time of travel, or other epidemiological criteia for which Zika virus testing may be indicated}.
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This EUA will cease to be effective when the HHE declaration that circumstances exist to justify
the EUA s terminated under settion 564(0)(2) of the Act or whén the EUA is revoked under
seetion 564(g) of the Act,

1. Waiver of Certain Requirements

1 'am waiving the following requirements for the LIAISON™ XL Zika Capture IgM Assay
during the duration of this EUA:

¢ Current good manufacturing practice requirements, including the quality system
requirements under 21 C FR Part 820 with respect to the design, manufacture,
packaging, labeling, storage, and distribution of the LIAISON® XL Zika Capture TgM
Assay.

e Labeling tequirements for cleared, approved, or investigational devices, mchsdmg
Tabeling requirements under 21 CFR 809.10 and 21 CFR 809.30, except for the
intended use staternent (21 CFR 8091002}, (bY2)), adequate directions for use (21
U.S.C. 352(0), (21 CFR 809.10(5)(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 CER 809.10(b3(12).

IV. Conditions of Authorization

Pursuant 1o section 564 of the Act, | am establishing the following conditions on this
authorization:

DiaSorin and Its Authorized Distributor(s)

A, DiaSorin and its authorized distributor(s) will distribute the authorized LIAISON™ XL
Zika Capture [gM Assay with the authorized labeling only 6 authorized laboratories.
DiaSorin may request changes to the authorized labeling.  Such requests will be made by
DiaSorin in consultation with, and require concirrence of, DMD/OIR/CDRH.

B DiaSorin and its authorized distributor(s) will provide to authorized laboratories the
authorized LIAISON™ XL 7;ka Capture IgM Assay Fact Sheet for Healtheare Providers
and the authorized LIAI‘%O“Q XL Zika Capture TgM Assay Fact Sheet for Patients; and
any additional LIAISON®™ XL Zika Capture IgM Assay Fact Sheets for Healthcare
Providers and Patients that OCET/OCS/OC and DMD/OIR/CDRH may authorize.

¢, DiaSorn and 1t autimnxu} distributor{s) will make available on their websites the'
authorized LIAISON™ XL Z ;ka Capture 1gM Assay Fact Sheet for Healtheare Providers
and the asthorized LIAISON® XL Zika Capture [gM Assay Fact Sheet for Patients, and
any additional LIAISON® XL Zika Capture 1gM Assay Fact Sheets for Healthcare
“Providers and Patients that OCET/OCS/0C and DMIVOIR/CDRH may authorize,

Do DiaSorin and its authorized distributor(s) will inform authorized laboratories and relevant
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public health authority(ies) of this EUA, including the terims and conditions herein.

DiaSorin and its auﬁmnmd distributor(s) will ensure that authorized laboratories using
the authorized LIAISON™ XL Zika Capture IgM Assay have a process in place for
reporting test results to healtheare providers and velevant public health authorities, as
appropriate.®

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

DiaSorin and its authorized distributor(s) will collect information on the performance of
the assay. DiaSorin will report to FDA any suspected occurrence of false positive and
false negative results and significant deviations from the established performance
characteristies of the agsay of which DiaSorin becomes aware;

DiaSorin and its authorized distributor(s) are authorized to make :wa;iabk: ‘additional
information relating to the emergency use of the authorized LIAISON™ XL Zika Capture
1gM Assay thal is consistent with, snd does not exceed, the terms of this letter of
authorization,

ﬁi&ﬁﬁriﬁ

L

M.

DiaSorin will notify FDA of any authorized distributor(s) of the LIAISON® XL Zika
Capture JgM Assay, including the name, address, and phone number of any authorized
distributor(s). ‘

DiaSorin will provide its authorized distributor(s) with a copy of this EUA, and
commumcate to its atthorized distabutor(s) any subsequent amendments that might be
made to this EUA and its authovized accompanying yaterials {e.g., Fact Sheets,
Instructions for Use),

DiaSorin may request changes to the authorized LIAISON™ XL Zika Capture IgM Assay
Fact Sheet for Healthcare Providers and the authorized LIAISON® XL Zika Capture 1gM
Assay Fact Sheet for Patients. DiaSorin may also develop new LIAISON" XL Zika
Capture IgM Assay Fact Sheets for Healthcare Providers and Patients, if appropriate; and
may request changes to such Fact Sheets. All such requests Hsted in-this condition of
awthorization will be made by DiaSorin in consultation with, and require concurrence of,
OCET/OCSOC and DMIDVOIR/CDRH.

DiaSorin may request the addition of other instruments for use with the authorized
LIAISON® XL Zika Camu& 1gM Assay. Suchrequests will be'made by DiaSorin in
consultation with, and require concurrence of, DMIDVOIR/CDRH.

DiaSorin may request the addition of other ancillary reagents for use with the authorized
LIAISON™ XL Zika Capture IgM Assay. Such requests will be made by DiaSorin in

* For guestions related to réporting Zika test results to relevant public health authorities; it is recommended that

DriaSorin and authorized laboratories consalt with the apphitable country,
Agvording 1o CDC, Zika is o natiohally notifiable condition {se

state, or ferritory health departhentis).
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consultation with, and require concurrence of, DMWOIR}CDRR.

DiaSorin mew request the addition of other specimen types for use with the authorized
LIAISON™ XL Zika C apture 1eM Assay, Such requests will bemade by DiaSorin in
consultation with, and require concurrence of, DMDYOIR/CDRH.

DiaSorin may request the addition of other control materials for use with the authorized
LIAISON™ XL Zika Capture 1gM Assay. Such requests will be made by DiaSorin in
consultation with, and require concurrence of, DMD/OIR/CDRH.

DiaSorin wiay request substitution for or changes to the authorized materials used in the
detection process-of the human anti-Zika IgM and human anti-Zika 1gG in the specimen:
Such requests will be:made by DiaSorin in consultation with, and require concarrence of
DMD/OIR/ACDRH.

DiaSorin will track adverse events and report to FDA under 21 CFR Part 803.

DiaSorin will evaluate the performance of the LIAISON™ XL Zika Capture IgM Assay
Wwith any FDA-recommended or established panel(s) of characterized clinical specimens,
and will submit that performance data to FDA. -After DMD/OIR/CDRH s review of and
concurrence with the data, DiaSorin will update its labeling, inconsultation with, and
with concurrence of, DMIVOIR/CDRH, 1o reflect the additional tesfing.

DiaSorin will assess traceability” of the LIAISON® XL Zika Capture 1gM Assay with
any FDA-recommended referénce material{s}. After submission to FDA and
DMDIOIR/ACDRH s review of and concurrence with the data, DiaSorin will update s
Tabeling to reflect the additional testing,

DiaSorin will track the performance of the LIAISON" XL Zika Capture 1gM Assay and
report to DMIVOIR/CDRH on ' semi-annual basis.

Authorized Laboratories

i

V.

Authorized laboratories will include with reports of the results of the LIAISON™ XL Zika
Captiire IgM Assay the authorized Fact 8heet for Healtheare Providers and the authorized
Fact Sheet for Patients, and any additional LIAISON™ XL Zika Capture IgM Assay Fact
Sheets for Healtheare Providers and Patients that OCET/OCS/OC and DMDIOIR/CIIRH
may authorize. Under exigent circumstances; other appropriate methods for disseminating
these Fact Sheels may be used, which may mclude mass media,

Authorized laboratories will perform the LIAISON® XL Zika Capture TeM-Assay On seruim
orwith other authorized specimen types:

&uﬁhur:zﬁd laboratories will perform the LIAISON™ XL Zika Capture IgM Assay on the
LIAISON® X1 Analyzer oron other authorized instruments.

g e N . e e oy . - "
Traceability vefers o tracing analytical sensitivity/readtivity back to 3 FDA~ecommuended reference material,
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Within the United States and its territories; authorized laboratories will report all
presumptive Zika [gM positive and presumptive recent Zika positive results to DiaSorin.

Authorized laboratories will have a process in place to assure that, for presumptive Zika
1gM positive and presumptive recent Zika positive resulty, additional testing (as described
in the Instructions for Use document) is performed and/or test results for other patient-
matched specimens, using the latest CDC testing algorithms for the diagnosis of Zika virus
infection, are considered.

Authorized laboratories will have a process inplace for rap@rtmg test results to healtheare
providers and relevant public health authorities, as appropriate.”

Authorized [aboratories will colleet information on the performance of the assay and report
to DMD/OIR/CDRH (g emall CDRILEUARoport dahihe oy and DiaSorin any
suspected occurrence of Talse negative and false positive results and significant deviations
from the established performance characteristics of which they become aware,

All laboratory personne] using the assay muist be appropriately trained in performing and
interpreting immunoassay techniques, use appropriate laboratory and personal protective
equipment when handling this kit, and use the test in accordance with the authorized
labeling. -All laboratory personnel using the assay must also be trained 1 in and be familiar
with the algorithm used for the interpretation of resulis of the LIAISON® XL Zika Capture
IgM Assay.

DiaSorin, Its Authorized Distributor(s), and Authorized Laboratories

S 85

DiaSorin, 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 FDA for fnspection upon request,

Conditions Related to Advertising and Promotion

DD

All advertising and promotional descriptive printed matter Matmg to the use of the
authorized LIAISON® XL Zika Capture IgM Assay shall be consistent with the authorized

‘Fact Sheets and authorized labeling, as well as the terms set forth in this EUA and the

applicable requirements set forth in the Act and FDA regulations.

All advertising and pmmamnai descriptive printed matter relating to the use of the
authorized LIAISON®™ XL Zika Capture IgM Assay shall clearly and conspicuously state
that:

= This test has not been FDA cleared or approved;

« This test has been authorized by FDA under an EUA foruse b’v authorized
labioratories;

¥ For questions related to reporting 7 ika test results to relevant public health authorities, it is recommended that

DiaSorin and suthorized laboratories consult with the apphicable count
According 1o CRC, Zika s nationally notfiable condition (see

health departmenti{s).

» slale, or territon
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= This test has been authorized only for the diagnosis of Zika virus infection and
not for any other viroses or pathogens: and

= This test is only authorized for the duration of the decldaration that eircumstances
exist justifying the suthorization of the emergency use of in virre disgnostic tests
for detection of Zika virus andior diagnosis of Zika virus inféction under section
S64(b) 1)y of the Act, 21T ULS.C, § 360bbb-3(h)( 1), unless the authorization is
terminated or revoked sooner

No advertising or promotional descriptive printed matter relating to the use of the auﬂmnmd
LIAISON® XL Zika Capmre Igh 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 LIAISON® XL Zika Capture lgM Assay as deseribed in
this letter of authorization must comply with the conditions and all other terms of this

suthorization.

V. Duration of Authorization

This EUA will be effeetive until the declaration that circumstances exist justifving the authorization
of the emergency use of in vitre diagnostic tests for detection of Zika vivus and/or disgnosis of Zika
virus infection is terminated wnder section 564(b)(2) of the Act or the EUA is revoked under

section 564{g) of the Act.

Enclosures

Dated: June 26, 2017.
Anna K. Abram,

Deputy Commissioner for Policy, Planning,
Legislation, and Analysis.

[FR Doc. 2017-13720 Filed 6—29-17; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute on Drug Abuse;
Notice of Closed Meetings

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. App), notice is
hereby given of the following meetings.

The meetings will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,

Sincerely,

b wcoy,—

S?eph{mMF Ostroff, MLD,

Acting Comimigsioner of Food and Drugs

and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Institute on
Drug Abuse Special Emphasis Panel;
Mechanism for Time-Sensitive Drug Abuse
Research (R21).

Date: July 17, 2017.

Time: 1:00 p.m. 2:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health,
Neuroscience Center, 6001 Executive
Boulevard, Rockville, MD 20852 (Telephone
Conference Call).

Contact Person: Ivan K. Navarro, Ph.D.,
Scientific Review Officer, Office of
Extramural Policy and Review, Division of
Extramural Research, National Institute on
Drug Abuse, NIH, DHHS, 6001 Executive
Boulevard, Room 4242, MSC 9550, Bethesda,
MD 20892, 301-827-5833, ivan.navarro@
nih.gov.

Name of Committee: National Institute on
Drug Abuse Special Emphasis Panel; SEP II:
Multi-site Clinical Trials.

Date: July 27, 2017.

Time: 9:00 a.m. to 5:00 p.m.

Agenda: To review and evaluate grant
applications.

Place: National Institutes of Health,
Neuroscience Center, 6001 Executive
Boulevard, Rockville, MD 20852 (Telephone
Conference Call).

Contact Person: Hiromi Ono, Ph.D.,
Scientific Review Officer, Office of
Extramural Policy and Review, National
Institute on Drug Abuse, National Institutes
of Health, DHHS, 6001 Executive Boulevard,
Room 4238, MSC 9550, Bethesda, MD 20892,
301-827-5820, hiromi.ono@nih.gov.

(Catalogue of Federal Domestic Assistance
Program Nos.: 93.279, Drug Abuse and
Addiction Research Programs, National
Institutes of Health, HHS)

Dated: June 26, 2017.
Natasha M. Copeland,
Program Analyst, Office of Federal Advisory
Committee Policy.
[FR Doc. 2017-13696 Filed 6—29-17; 8:45 am]
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