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it satisfies the requirements of the
applicable statutes and regulations.

II1. Electronic Access

Persons interested in obtaining a copy
of the draft guidance may do so by
downloading an electronic copy from
the Internet. A search capability for all
Center for Devices and Radiological
Health guidance documents is available
at http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/
GuidanceDocuments/default.htm, and
for Center for Biologics Evaluation and
Research guidance documents is
available at http://www.fda.gov/
BiologicsBloodVaccines/
GuidanceCompliance
Regulatorylnformation/Guidances/
default.htm. Guidance documents are
also available at http://
www.regulations.gov. Persons unable to
download an electronic copy of “Use of
Standards in FDA Regulatory Oversight
of Next Generation Sequencing (NGS)-
Based In Vitro Diagnostics (IVDs) Used
for Diagnosing Germline Diseases’” may
send an email request to CDRH-
Guidance@fda.hhs.gov to receive an
electronic copy of the document. Please
use the document number 16009 to
identify the guidance you are
requesting.

IV. Paperwork Reduction Act of 1995

This guidance refers to previously
approved collections of information
found in FDA regulations. These
collections of information are subject to
review by the Office of Management and
Budget (OMB) under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520). The collections of information in
21 CFR part 807, subpart E, regarding
premarket notification submissions,
have been approved under OMB control
number 0910-0120; the collections of
information in 21 CFR part 801 and 21
CFR 809.10, regarding labeling, have
been approved under OMB control
number 0910-0485; the collections of
information in 21 CFR part 814,
subparts A through E, regarding
premarket approval, have been
approved under OMB control number
0910-0231; the collections of
information in 21 CFR part 820,
regarding the quality system regulation,
have been approved under OMB control
number 0910-0073; and the collections
of information in the guidance
document “Requests for Feedback on
Medical Device Submissions: The Pre-
Submission Program and Meetings with
Food and Drug Administration Staff”
have been approved under OMB control
number 0910-0756.

V. Other Issues for Consideration

The Agency invites comments on the
draft guidance document entitled “Use
of Standards in FDA Regulatory
Oversight of Next Generation
Sequencing (NGS)-Based In Vitro
Diagnostics (IVDs) Used for Diagnosing
Germline Diseases,” in general, and on
the following questions, in particular:

1. Does the draft guidance content
adequately address the analytical
performance of targeted and whole
exome human DNA sequencing (WES)
NGS-based tests intended to aid in the
diagnosis of individuals with suspected
germline diseases or other conditions
(referred to as “NGS-based tests for
germline diseases” or “NGS-based tests”
in the guidance)? For example, do the
recommendations outlined in the draft
guidance adequately address the
analytical performance of NGS-based
tests used as an aid in diagnosis of
patients with signs and symptoms of
developmental delay or intellectual
disability, undiagnosed diseases, or
hereditary cancer syndromes? If not,
what additional test design,
development, or validation activities are
necessary for analytical validation of
such tests? Are there specific
indications within this broad intended
use that require different or additional
test design, development, or validation
activities from those described in the
draft guidance?

2. Do the recommendations in the
draft guidance adequately address the
analytical validation of NGS-based tests
that use targeted panels or WES?
Targeted sequencing panels? Are there
differences between the use of targeted
panels and WES that were not
adequately distinguished in the
recommendations described in the draft
guidance?

3. The recommendations in this
document focus on WES and targeted
NGS-based tests for germline diseases.
Are the recommendations outlined in
the guidance sufficient to address
analytical validation for whole genome
sequencing (WGS) NGS-based tests for
germline diseases? If not, what
additional test design, development,
and validation activities are needed to
address the analytical validation of such
tests?

4. Accuracy is generally described
using an agreement, typically positive
and negative percent agreement (PPA
and NPA), between a new test and an
accepted reference method. For NGS-
based tests, positive predictive value
(PPV) may be a more meaningful metric
than NPA when calculating the
likelihood that a variant call detected by
the test is a true positive. If PPV is

calculated using only analytical results
without taking into account prevalence
in a population, it is sometimes called
“technical”” PPV (TPPV) to distinguish it
from prevalence-based PPV. What are
the benefits and weaknesses to assessing
NGS-based test accuracy using TPPV in
addition to PPA and NPA, or instead of
NPA?

5. Are the minimum performance
thresholds presented in this draft
guidance appropriate, or are alternative
thresholds more appropriate? Are there
“best ways” to determine acceptable
thresholds for each metric? Are there
performance metrics that do not require
minimum thresholds? Are there test
scenarios where minimum thresholds
are not useful or relevant?

6. How can bias and over-fitting be
minimized or accounted for if known
“reference’”” samples are used as
comparators in accuracy studies?

Dated: July 5, 2016.
Leslie Kux,
Associate Commissioner for Policy.
[FR Doc. 2016-16201 Filed 7-7-16; 8:45 am]
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2014-N-1206]

Authorization of Emergency Use of an
In Vitro Diagnostic Device for
Detection of Ebola Zaire Virus;
Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
issuance of an Emergency Use
Authorization (EUA) (the Authorization)
for an in vitro diagnostic device for
detection of the Ebola Zaire virus in
response to the Ebola virus outbreak in
West Africa. FDA issued this
Authorization under the Federal Food,
Drug, and Cosmetic Act (the FD&C Act),
as requested by Biocartis NV. The
Authorization contains, among other
things, conditions on the emergency use
of the authorized in vitro diagnostic
device. The Authorization follows the
September 22, 2006, determination by
then-Secretary of the Department of
Homeland Security (DHS), Michael
Chertoff, that the Ebola virus presents a
material threat against the U.S.
population sufficient to affect national
security. On the basis of such
determination, the Secretary of Health
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and Human Services (HHS) declared on
August 5, 2014, that circumstances exist
justifying the authorization of
emergency use of in vitro diagnostic
devices for detection of Ebola virus,
subject to the terms of any authorization
issued under the FD&C Act. The
Authorization, which includes an
explanation of the reasons for issuance,
is reprinted in this document.

DATES: The Authorization is effective as
of May 26, 2016.

ADDRESSES: Submit written requests for
single copies of the EUA to the Office
of Counterterrorism and Emerging
Threats, Food and Drug Administration,
10903 New Hampshire Ave., Bldg. 1,
Rm. 4338, Silver Spring, MD 20993—
0002. Send one self-addressed adhesive
label to assist that office in processing
your request or include a fax number to
which the Authorization may be sent.
See the SUPPLEMENTARY INFORMATION
section for electronic access to the
Authorization.

FOR FURTHER INFORMATION CONTACT:
Carmen Mabher, 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
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

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.

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 Request for an In Vitro
Diagnostic Device for Detection of the
Ebola Zaire Virus

On September 22, 2006, then-
Secretary of DHS, Michael Chertoff,
determined that the Ebola virus presents
a material threat against the U.S.
population sufficient to affect national
security 2. On August 5, 2014, 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 devices for detection of
Ebola virus, subject to the terms of any
authorization issued under section 564
of the FD&C Act. Notice of the
declaration of the Secretary was
published in the Federal Register on

2 Under section 564(b)(1) of the FD&C Act, the
HHS Secretary’s declaration that supports the EUA
issuance must be based on one of four
determinations, including the identification by the
DHS Secretary of a material threat under section
319F-2 of the PHS Act sufficient to affect national
security or the health and security of U.S. citizens
living abroad (section 564(b)(1)(D) of the FD&C Act.
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August 12, 2014 (79 FR 47141). On May
2, 2016, Biocartis NV submitted a
complete request for, and on May 26,
2016, FDA issued, an EUA for the
Idylla™ Ebola Virus Triage Test, subject
to the terms of the Authorization.

II1. Electronic Access

An electronic version of this
document and the full text of the

Authorization are available on the
Internet at http://www.regulations.gov.

IV. The Authorization

Having concluded that the criteria for
issuance of the Authorization under
section 564(c) of the FD&C Act are met,
FDA has authorized the emergency use
of an in vitro diagnostic device for
detection of Ebola Zaire virus (detected

in the West Africa outbreak in 2014)
subject to the terms of the
Authorization. The Authorization in its
entirety (not including the authorized
versions of the fact sheets and other
written materials) follows and provides
an explanation of the reasons for its
issuance, as required by section
564(h)(1) of the FD&C Act:

BILLING CODE 4164-01-P
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May 26, 2016

Lue Van Hove, MDD, Ph.D.
Chief Medical Officer
Biocartis NV

Generaal De Witielaan 11 B3
2800 Mechelen

Belgium

Dear Dr. Van Hove;

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 the Idylla™ Ebola Virus Triage Test
for the presumptive detection of Ebola Zaire virus' (detected in the West Africa outbreak in
2014y on the Idylla™ Instrument System (Idylla™ System) in EDTA venous whole blood
specimens from individuals with signs and symptoms of Ebola virus infection in conjunction
with epideniological risk factors, by laboratories-in the United States (U.S.) that are certified
under the Chinical Laboratory Improvement Amendments of 1988 (CLIA)Y, 42 U.S.C, §263a, 10
perform moderate complexity tests and by laboratonies in the U.S. certified under CLIA 1o
perform high complexity tests,” or in similarly qualified non-U.S. laboratories, by clinical
laboratory personnel who have received specific training on the use of the Idvlla™ Ebola Virus
Triage Test on the Idylla™ System, pursuant to section 564 of the Federal Food, Drug, and
Cosmetic Act-(the Act) (21 U.S.C. § 360bbb-3).

On September 22, 2006, then-Secretary of the Department of Homeland Security (DHS),
Michael Chertoff, determined, pursuant to section 319F-2 of the Public Health Service (PHS)
Act {42 U.S.C. § 247d-6b), that the Ebola virus presents a material threat against the United
States population sufficient to affect national sccurity.” Pursuant to section 564(b)(1) of the Act
{21 U.S.C. § 360bbb-3(h)(1)), and on the basis of such determination, the Secretary of the
Department of Health and Human Services (HHS) declared on August 5, 2014, that

* This assay is authofized for the presumptive detection of RNA from Ebola Zaire virus {detected in the West Africa
outbreak in 2014). It may-also detect RNA from Sudan ebolavirus; however, it does not distinguish betweern these
different Etiola virus species.

* For ease of reference; this letter will refer to “laboratories in the United States {U.5.} that are certified under the
Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.5.C. §2633, to perform moderate complexity
tests and by laboratories inthe U.S, certified under CLIA to perforny high complexity tests, or in similarly guaiified
non-U.5. laboratories” together-as “authorized laboratories,”

* Pursuant to section 564{b}{1) of the Act (21 U.5.C. § 360bbb-3{b}{1)), the HHS Secretary’s declaration that
supports EUA issuance must be based on one of four determinations, including the identification by the DHS
Secretary of 3 material threat pursuant to section 319F-2 of the PHS Act sufficient to affect national security or the
health and security of United States citizens living abroad (section S64{bJ{1HD) of the Act).
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sircumstances exist justifying the authorization of emergency use ofin virro diagnostics for
detection of Ebola virus, subject to the terms of any atthoiization issued under section 564(a) of
the Act (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.5.C. § 360bbb-3(c)) are met, T any authorizing the emergency use of the Tdylla™ Ebola
Virus Triage Test (as described in the Scope of Authorization section of this letter (section 1)) in
individuals with signs and symptomis of Ebola virus infection in conjinction with
epidemiological risk factors (as described in the Scope of Authorization section of this letter
{section II)) for the presumptive detection of Ebola Zaire virus {detected in the West Africa
putbreak in 2014),

L. Criteria Tor Issuance of Authorization

I have concluded that the emergency use of the Idylla™ Ebola Virus Triage Test for the
presumptive detection of Ebola Zaire virus (detected in the West Africa outbreak in 2014) in the
specitied population meets the criteria for issuance of an authorization under section 564(c) of
the Act, because [ have concluded that;

1. The Ebola Zaire virus {detected in the West Africa outbreak in 2014) can cause Fhola
virus disease, a serious or life-threatening disease or condition to humans infected with
this virus;

b

Based on the totality of scientific evidence available to FDA, it is reasonable io believe
that the Idylla™ Ebola Virus Triage Test may be effective in diagnosing Ebola Zaire
virus {detected in the West Africa outbreak in 2014) infection, and that the knowr and
potential benetits of the Idylla™ Ebola Virus Triage Test for diagnosing Ebola Zaire
virus {detected in the West Africa outbreak in 2014) infection, outweigh the known and
potential risks of such product; and

3. There is no adequate, approved, and available alternative to the emergency use of the
Idyta™ Ebala Viras Triage Test for diagnosing Fbola Zaire virus (detected in the West
Afvica outbreak in 2014y infection.®

i1. Scope of Authorization

I have concluded, pursuant to section 564(d)(1) of the Act, that the scope of this authorization is
limited to the use of the authorized Idylla™ Ebola Viros Triage Test by authorized laboratories
for the presumptive detection of Ebola Zaire viras {detected in the West Africa ontbreak in 2014)
in individuals with signs and symptoms of Ebola virus infection in conjunction with
epidemiological risk factors.

*11.5. Department of Health:and Human Services. Declaration Regarding Emergency Use of In Vitro Diognostics for
Detection of Ebola Virus, 79 Fed. Reg. 47141 {August 12, 2014},
* No other criteria of ssuance have been prescribed by regulation under section 564{cl4) of the Act.
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The Authorized Idylla™ Ebela Virus Triage Test

The ldylla™ Ebola Virus Triage Test is an automated test intended for the i vivro qualitative
detection of Ebola Zaire virus RNA from EDTA venous whole blood specimens. The assay is
performed on the Idylla™ System. A quick reference guide and Instructions for Useare
ingluded in the test kit

The Idylla™ System consists of an instrument, a console, and a single-use test-specific cantridge.
The Idylla™ Console is conneeted to one or more Idylla™ Insiruments. Samples are inserted
into the Idylla™ Cartridges which are processed, fully automated, on the Idylla™ System using
application specific, encrypted sofiware, called Test Type Packages (TTP), Driven by the
Idglla™ Ebola specific software (Ebola TTP), the ldylla™ System covers the entire process
from sample-to-result with fully integrated sample preparation (homogenization, cell lysis and
RNA extraction) followed by real-time reverse transcription polymerase chain reaction {fRT-
PCR) amplification, detection of target sequences, analvsis of the-obtained PCR data, and
reporting of the results.

The IdyHa™ Ebola Virus Triage Testis an tRT-PCR assay using TagMan” probes for detection
of Ebola virus in the Idylla™ Cartridge. Two hundred microliters {200 ul) of EDTA venous
whole blood is dispensed into the Idylla™ Cartridge. All the reagents and controls required to
perform the testing are contained within the Idylla™ Cartridge.

The user identifies the sample identifier and then initintes the Idylla™ Ebola Virus Triage Test
request through the Idylla™ Console, The Idylla™ Cartridge containing the sample is inserted
nto-an Idylla™ Instrument and the Idylla™ Instrument processes the specific assay test
following the Ebola TTP.

The Idylla™ Cartridge contains five PCR chambers in which the stRT-PCR takes place. In four
chambers, PCRs for the detection of Ebola RNA and a Sample Process Control take place; in the
fifth chamber an Endogenous Control (RNase P} is amplified. Fluorescent labeled reporter dyes
generated upon amplification are analyzed in each of the chambers and a software algorithm
converts the data to a final reportable result. The Idylla™ Instrument executes the Ebola TTP,
Test results are uploaded to the Idylla™ Console making the test report available to the user,
The Idylla™ Cartridge van be'safely disposed as biological wiste after fest completion,

To prevent erroneous reporting, each Tdylla™ Cartridge contains the Tollowing controls;

s Sample Process Control (SPC): The SPC s an armored RNA that is dried onto the lysis
pad of the Idylla™ Cartridge to verify adequate processing of the sample. The SPC s
used as an internal process control for both the nucleie acid extraction and tRT-PCR
reaction of the Ebola PCR. Additionally, this control detects specimen-associated
inhibition of the RT-PCR reaction. The SPC should be positive in a negative sample and
can be negative or positive in a positive sample. In the presence of high Ebola virus
concentrations, the RT-PCR of the SPC may be competitively inhibited and can provide a
negative ora positive resull. In the absence of Ebola, the $PC must be positive to
produce a valid negative result. The 8PC is interpreted by the Ebola TTP software
included data interpretation algorithm, A result will be provided only if the SPC passes
the systems acceptance criteria; otherwise, the sample will be called invalid,
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¢ EndogenousControl (EC): The EC amplifies the sample inherent RNase P gene and
ensures that a human sample was correctly added o the test cortridge. The EC s
interpreted by the Ebola TTP software included data interpretation algorithm. The BEC
passes if an RNase P signal is detected; otherwise, the samiple will be called invalid,

The above described Idylla™ Ebola Virus Triage Test, when labeled consistently with the
labeling authonized by FDA entitled “Idvlla™ Ebola Virus Triage Test Instructions for Use™
{available at httpworw s sov Medicai Dovicos Safelv/ EnergenoySituationsuom 16 1456 T,
which may be revised by Biocartis NV in consultation with the Division of Microbiology
Devices (DMD)Y/Office of In Viro Diagnostics and Radiological Health (OIR VCenter for
Devices and Radiological Health (CDRH), is authorized to be distributed to and used by
authorized laboratories, despite the fact that it does not meet cerfain requirements otherwise
required by federal law,

The above described Idylla™ Ebola Virus Triage Test is auvthorized to be accompanied by the
following information pertaining to the emergency use, which is authonized to be made available
to health care providers and patients:

= FPact Sheet for Health Care Providers: Interpreting Idylla™ Ebola Virus Triage Test Results
¢ Fact Sheet for Patients: Understanding Results from the Idylla™ Ebola Virus Triage Test

As described in section 1V below, Biocartis NV and any authorized distributor(s) are also
authorized to make available additional information relating to the emergency use of the
authorized TdyHa™ Ebola Virus Triage Test that is consistent with, and does not exceed, the
terms of this letter of authorization.

I have concluded, pursuant to section 564(d)2) of the Act, that it 1s reasonable to believe that the
known and potential benefits of the authorized Idylla™ Ebola Virus Triage Test in the specified
population, when used for presumptive detection of Ebola Zaire virus {detected in the West
Africa outbrenk in 2014), ontweigh the knowrn and potential risks of such a product,

I have concluded, putsuant to section S64(d)(3 ) of the Act, based on the totality of scientific
evidence available to FDIA, that it is reasonable to believe that the suthorized Idylla™ Ebola
Virus Triage Test may be effective in the diagnosis of Ebola Zaire vivus {detected in the West
Africa outbreak in 2014) infection pursuant to section S64{cH2HA) of the Act. FDA has
reviewed the scientific information available to FDA including the information supporting the
conclusions described in section [ above, and concludes that the aothorized Idylla™ Ebola Virus
Triage Test, when used to diagnose Ebola Zaire virus (detected in the West Africa outbreak in
2014} infection in the specified population, meets the criteria set forth in section 564(¢) of the
Act concerning safety and potential effectiveness.

The emergency use of the anthorized IdyHa™ Ebola Virus Triage Test under this EUA must be
consistent with, and may not eXceed, the terms of this letter, including the Scope of
Authorization (section 11) and the Conditions of Authorization (section IV). Subject fo the ferms
of this EUA and under the circumnstances set forth in the Secretary of DHS's determination
described above and the Secretary of HHS's corresponding declaration under section 564(b)(1),
the Idylla™ Ebola Virus Triage Test deseribed above is authorized to diagnose Ebola Zaire virus
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{detected in the West Africa outbreak in 2014) infection in individuals with signs and symptoms
of Ebola virus infection in conjunction with epidemiological risk faclors,

This EUA will cease to be effective when the HHS declaration that circumstances exist to justify
the EUA 15 terminated under section 564(b)(2) of the Actor when the EUA is revoked under
section 564(g) of the Act.

HIL Waiver of Certain Requirements

Pam waiving the following requirements for the Idylla™ Ebola Virus Triage Test during the
duration of this EUA:

»  Current good manufacturing practice requirements, incloding the quality system
requirements under 21 CFR part 820 with respeet 1o the design, manufacture, packaging,
labeling; storage, and distribution of the IdyHa™ Ebola Virus Triage Test.

 Labeling requirements for cleared, approved, or investigational devices, including
labeling requirements under 2] CFR 809,10 and 21 CFR 809,30, extept for the intended
use statement (21 CFR 809.100a)(2), (b)(2)), adequate directions for use (21 U.S.C.
352(£)). (21 CFR 809.10(b)(5), (7). and (8)), any appropriate imitations 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:

Biocartis NV and Any Authorized Distributor(s)

A. Biocartis NV and any authorized distributor(s) will distribute the authorized Jdylla™
Ebola Virus Triage Test with the authorized labeling, as may be revised only by Biocartis
NV in consultation-with DMD/OIR/CDRH, to authorized laboratories,

B. Biocartis NV and any anthorized distributor(s) will provide to authorized laboratories the
authorized Idylla™ Ebola Virus Triage Test Fact Sheet for Health Care Providers and the
authorized Idylla™ Ebola Virus Triage Test Fact Sheet for Patients.

C. Biocartis NV and any authorized distributor(s) will make available on their websites the
authorized Idylla™ Ebola Virus Triage Test Fact Sheet for Health Care Providers and the
authorized Idylla™ Ebola Virus Triage Test Fact Sheet for Patients,

D. Biocartis NV and any authorized distributor(s) will inform authorized laboratories and
relevant public hiealth authoritv(ies) of this BUA, including the ternis and conditions
herein.

E. Biocariis NV and any authorized distributor(s) will ensure that authorized laboratories
using the authorized Idylla®™ Ebola Virus Triage Test have a process in place for
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reporting test results to health care providers and relevant public health authorities, s
appropriate,”

Through a process of mventory control, Biocartis NV and any authorized distributor(s)
will maintain records of device usage.

. Biocartis NV and any authorized distributor(s) will collect information on the

performance of the assay, and report 1o FDA any suspected oecurrence of false positive
or false negative results of which Biocartis NV and any authorized distributor(s) become
aware,

Biocartis NV and any authorized distributor{s) are authorized to make availahle
additional information relating to the emergency use of the authorized Idylla™ Ebola
Virus Triage Test that is consistent with, and does not exceed, the terms of this letter of
authorization,

Biocartis NV

Biocartis NV will notify FDA of any authorized distributor(s) of the Idylla™ Ebola Virus
Triage Test, including the name, address, and phone number of sny authorized
distributor(s).

Biocartis NV will provide any authorized distributorfsy with a copy ofthis EUA, and
communicate to any 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).

. Biocartis NV may reqoest changes to the suthorized Idylla™ Ebola Vires Triage Test

Fact Sheet for Health Care Providers or the authorized Idylla™ Ebola Virus Triage Test
Fact-Sheet for Patients. Such reguests will be made by Biocartis NV in consultation with,
and require concurrence of, DMD/OIR/CDRH.

Biocartis NV may request the addition of other specimen types for use with the
authorized Idylla™ Ebola Virus Triage Test. Such requests will bemade by Biocartis
NV in consuliation with, and require concurrence of, DMD/OIR/CDRH.

- Biocartis NV may request that the IdyHa™ Ebola Virus Triage Test be used for the

presumptive detection of other species of the Ebola virus, including the Ebola Sudan
virus. Such requests will be made by Biocartis NV upon submission of acoeptable
analviical and clinical data, and will be made in consuliation with, and require
concurrence of, DMD/OIR/CDRH.

- Blocartis NV will track adverse events and teport to FDA under 21 CFR part 803,

*For questions related to reporting Ebola tést resulls to relevant public health authorities, it is recommended that
Biocartis NV and authorized laboratories consult with the applicable country, state or territory health
department{s}, According to the WS, Centers for Disease Control and Prevention {COC), Ebola isa nationally
notifiable condition. bitp/fwwwordopov/viil/ ebole/.
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Authorized Laboratories

0. Authorized laboratonies will include with reports of the results of the Idylia™ Ebola
Virus Triage Test the authorized Fact Sheet for Health Care 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.

P. Authorized laboratories will have a process in place for reporting test results to health
care providers and relevant public health autharities, as appropriate.”

Q. Authorized laboratories will collect information on the performance of the sssay, and
report to Biocartis NV and any authorized distributor(s) any suspected occurrence of false
positive or false negative results of which they become aware,

R. All laboratory personnel using the assay will be appropriately trained on the use of the
Idylla™ Ebola Virus Triage Test on the Idvila™ System and use appropriate laboratory
and personal protective equipment when handling this test.

Biocartis NV, Any Authorized Distvibutors and Authorized Laboratories

5. Biocartis NV, any 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

T. All advertising and promotional descriptive printed matter relating to the use of the
authorized Idylla™ Fbola Virus Triage 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 inthe Act and FDA regulations.

7 for guestions related 1o reporting Ebola test results to relevant public health authorities, it is recommended that
Biacartis MV and authorized laboratories consult with the applicable country, state or territory health
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U, All advertising and promotional descriptive printed matter relating to the use of the
authorized Idylla™ Ebola Virus Triage Testshall clearly and conspicoously statethat;

e Thistest has not been FDA cleared or approved;

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

#  This test has been authorized only tor the detection of Ebola Zaire virus {detected in
the West Africa outbreak in 2014}, and any other Ebola-virus species if so authorized;
and

e This test is anthorized only for the duration of the declaration that circumstances exist
justifving the authorization of the emergency use of in vitre disgnostics for detection
of Ebola virus under section 564(b)(1) of the Act, 21 1.5,C. § 360bbb-3(b)}{(1}, unless
the authorization is terminated or revoked sooner.

No advertising or promotional descriptive printed matter relating to the dse of the avthorized
Idylla™ Ebola Virus Triage Test may represent or suggest that this test is safe or effective for the
diagnosis of Ebola Zaire virus (detected in the West Africa outbreak in 2014} infection.

The emergency use of the authorized 1dylla™ Ehola Virus Triage Test described in this letter 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 justifving the

authorization of the emergency use of In vitre diagnostics for detection of Ebola virus is :
terminated under section 564(b)(2) of the Act or the EUA is revoked under section 564{g) of the

Aet.

Sincerely,

Luciana Borio, M.D,

Acting Chief Scientist

Food and Drug Administration
Enclosures

Dated: July 1, 2016.
Leslie Kux,
Associate Commissioner for Policy.
[FR Doc. 2016-16176 Filed 7—7—16; 8:45 am]
BILLING CODE 4164-01-C
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