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Atlanta, Georgia 30333, Telephone: (404)
639-8135.

The Director, Management Analysis and
Services Office, has been delegated the
authority to sign Federal Register notices
pertaining to announcements of meetings and
other committee management activities, for
both the Centers for Disease Control and
Prevention and the Agency for Toxic
Substances and Disease Registry.

Elaine L. Baker,

Director, Management Analysis and Services
Office, Centers for Disease Control and
Prevention.

[FR Doc. 2015-02450 Filed 2—6-15; 8:45 am]

BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Administration for Children and
Families

Proposed Information Collection
Activity; Comment Request

Proposed Projects

Title: ORR Requirements for Refugee
Cash Assistance; and Refugee Medical
Assistance (45 CFR part 400).

OMB No.: 0970-0036.

Description: As required by section
412(e) of the Immigration and
Nationality Act, the Administration for
Children and Families (ACF), Office of
Refugee Resettlement (ORR), is
requesting the information from Form

ANNUAL BURDEN ESTIMATES

ORR-6 to determine the effectiveness of
the State cash and medical assistance,
social services, and targeted assistance
programs. State-by-State Refugee Cash
Assistance (RCA) and Refugee Medical
Assistance (RMA) utilization rates
derived from Form ORR-6 are
calculated for use in formulating
program initiatives, priorities,
standards, budget requests, and
assistance policies. ORR regulations
require that State Refugee Resettlement
and Wilson-Fish agencies, and local and
Tribal governments complete Form
ORR-6 in order to participate in the
above-mentioned programs.

Respondents: State Refugee
Resettlement and Wilson-Fish Agencies,
local, and Tribal governments.

Number of Average burden
Instrument rglsurgggér?{s responses per hours per Tot?]IOtl)Jt#gden
P respondent response
ORRBR=6 ..ottt 50 3.88 582

Estimated Total Annual Burden
Hours: 582.

In compliance with the requirements
of Section 506(c)(2)(A) of the Paperwork
Reduction Act of 1995, the
Administration for Children and
Families is soliciting public comment
on the specific aspects of the
information collection described above.
Copies of the proposed collection of
information can be obtained and
comments may be forwarded by writing
to the Administration for Children and
Families, Office of Planning, Research
and Evaluation, 370 L’Enfant
Promenade SW., Washington, DC 20447,
Attn: ACF Reports Clearance Officer.
Email address: infocollection@
acf.hhs.gov. All requests should be
identified by the title of the information
collection.

The Department specifically requests
comments on: (a) Whether the proposed
collection of information is necessary
for the proper performance of the
functions of the agency, including
whether the information shall have
practical utility; (b) the accuracy of the
agency’s estimate of the burden of the
proposed collection of information; (c)
the quality, utility, and clarity of the
information to be collected; and (d)
ways to minimize the burden
information to be collected; and (e)
ways to minimize the burden of the
collection of information on
respondents, including through the use
of automated collection techniques or
other forms of information technology.
Consideration will be given to

comments and suggestions submitted
within 60 days of this publication.

Robert Sargis,

Reports Clearance Officer.

[FR Doc. 2015-02510 Filed 2-6-15; 8:45 am]
BILLING CODE 4184-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2015-N-0126]

Authorizations of Emergency Use of In
Vitro Diagnostic Devices for Detection
of Ebola Virus; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
issuance of three Emergency Use
Authorizations (EUAs) (the
Authorizations), one of which was
amended after initial issuance, for three
in vitro diagnostic devices for detection
of the Ebola virus in response to the
2014 Ebola virus outbreak in West
Africa. FDA is issuing these
Authorizations under the Federal Food,
Drug, and Cosmetic Act (the FD&C Act),
as requested by BioFire Defense, LLC
(BioFire Defense) and altona Diagnostics
GmbH (altona). The Authorizations
contain, among other things, conditions
on the emergency use of the authorized

in vitro diagnostic devices. The
Authorizations follow 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
and Human Services (HHS) declared on
August 5, 2014, that circumstances exist
justifying the authorization of
emergency use of in vitro diagnostics for
detection of Ebola virus subject to the
terms of any authorization issued under
the FD&C Act. The Authorizations,
which include an explanation of the
reasons for issuance, are reprinted in
this document.

DATES: The Authorizations for the
BioFire FilmArray NGDS BT-E Assay
and BioFire FilmArray Biothreat-E test
are effective as of October 25, 2014. The
Authorization for the altona RealStar®
Ebolavirus RT-PCR Kit 1.0, which was
amended and reissued on November 26,
2014, is effective as of November 10,
2014.

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
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section for electronic access to the
Authorizations.

FOR FURTHER INFORMATION CONTACT:
Luciana Borio, Assistant Commissioner
for Counterterrorism Policy, Office of
Counterterrorism and Emerging Threats,
and Acting Deputy Chief Scientist, Food
and Drug Administration, 10903 New
Hampshire Ave., Bldg. 1, Rm. 4340,
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 DHS
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
the Department 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 DHS 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 CDC (to
the extent feasible and appropriate
given the applicable circumstances),
FDA* concludes: (1) That an agent
referred to in a declaration of emergency
or threat can cause a serious or life-
threatening disease or condition; (2)
that, based on the totality of scientific
evidence available to FDA, including
data from adequate and well-controlled
clinical trials, if available, it is
reasonable to believe that: (A) The
product may be effective in diagnosing,
treating, or preventing (i) such disease
or condition; or (ii) a serious or life-
threatening disease or condition caused
by a product authorized under section
564, approved or cleared under the
FD&C Act, or licensed under section 351
of the PHS Act, for diagnosing, treating,
or preventing such a disease or
condition caused by such an agent; and
(B) the known and potential benefits of
the product, when used to diagnose,
prevent, or treat such disease or
condition, outweigh the known and
potential risks of the product, taking

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.

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 Ebola 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 diagnostics 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
August 12, 2014 (79 FR 47141). On
October 22, 2014, BioFire Defense
submitted complete EUA requests for
both the BioFire FilmArray NGDS BT-
E Assay and for the BioFire FilmArray
Biothreat-E test, and on October 25,
2014, FDA issued, an EUA for the
BioFire FilmArray NGDS BT-E Assay
and an EUA for the BioFire FilmArray
Biothreat-E test, subject to the terms of
these authorizations. On October 29,
2014, altona submitted a complete EUA
request for the RealStar® Ebolavirus RT—
PCR Kit 1.0, and on November 10, 2014,
FDA issued, an EUA for the RealStar®
Ebolavirus RT-PCR Kit 1.0, subject to
the terms of this authorization. On
November 26, 2014, in response to a
request from altona on November 18,
2014, FDA amended and reissued in its
entirety the EUA to allow, in addition
to altona, distributors that are
authorized by altona to distribute the

2 Under to section 564(b)(1) of the FD&C Act, the
HHS Secretary’s declaration that supports EUA
issuance must be based on one of four
determinations, including the identification by the
Secretary of DHS of a material threat under to
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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RealStar® Ebolavirus RT-PCR Kit 1.0
with certain conditions applicable to
such authorized distributor(s), and to
allow the use of the assay under the
EUA at certain non-U.S. laboratories,
with certain conditions. The EUA, as
amended and reissued on November 26,
2014, which includes an explanation for
its reissuance, is reprinted in this
document. Because the November 26,
2014, Authorization for altona’s Ebola
assay replaces in its entirety the EUA
issued on November 10, 2014, the

original Authorization issued on
November 10, 2014, is not reprinted in
this document.

III. Electronic Access

An electronic version of this
document and the full text of the
Authorizations are available on the
Internet at http://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 certain in vitro diagnostic devices.
The Authorization for the BioFire
FilmArray NGDS BT-E Assay issued on
October 25, 2014, 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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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Faod and Drig Administiation
Bitver Sprdng MO 20803

Ogtober 3 {}M

Cynthia Phillips, Ph.D .
Director; Regulated Products
BioFire Defense, LLC
TOW 4500 S, Suite 14
_Salt Lake Civy, UT 84107

‘Dear Dr. Phillips:

This Tetter is int résponse fo your request that the Food and Drug Administration (FDA) Issue an
Emergency Use Authorization (EUAY for emergency use of the FilmArtay NGDS BTVE Assay
for the presumptive defection of Ebola Zaire virus (detected in the West Africa outhreak in 2014)
or'the FilmArray Instrument in individuals with signs and symptoms of Ebola virus infection or
whao are at risk for exposure or may have been exposed to the Ebola Zaire virus {deiected in the
West Africa outhreak 1n 2014) in conjunction with epidemiological risk factors, by laboratories
designated by the United States Department of Defense (DoD), pursuant to séetion 564 of the
Federal Food, Drog, and Cosmetic Act (the Act) (21 UL.8.C. § 360bbb-3).

On Septembet 22, 2006, then-Secretary of the Department of Homieland Security ({DHS),.
Michael Chertof}, deterinined, pursuant fo section 319F-2 of the Public Health Service (PHS)
Act (42 USRI, § 247d-6b); that the Ebola virus pr L\L,ﬁf&. a material threat-against the United

States population sufficient to affect national security.’ Pursuant to section 564(b)(1) of the Act

{21 U.8.C. § 360bbb-3(b 1)), and on the basis of such determination, the Secretaryof HHS
declared on August 5, 2014, that circumstances exist justifyving the authorization of emerpency
use of in vitro diagnoﬁnc,s for émtectmn of Fbola-virus, subject to the terms of any authorization
issued under21 LES.C.§ aéi}bhb 3{3}

Having concluded that the criteria for issuance of this authorization under section 364(c) of the
Act (21°U.8.C. § 360bbb-3(c)) are miet; T am authorizing the emergency use of the FilmAnay
NGDS BT-E Assay {as described in the Scope of Authorization section of this letter (Section 1))
i individuals with signg-and symptoms of Ebola virus infection orwho are at risk for exposure
or may have been exposed to the Ebola Zaire virus (detected in'the West Africa outbreakin
2014y in conjunction with epidemiological risk factors {as described in the Scopeof
Authorization section of this letter (Section I1)) for the presumptive detection of Ebola Zaire

T Pursuant to section S64(b1 1) of the Act {21 USC. 8 § 360bhb-3h) {1)} the HHS Secretary's declaration that
supports BUA tssuance must be based on one of four giraremumfmm including the identification by the DHS
Secretary of a material threat pursiant fo section 319F-2 of the PHS Act sufficient to affect national security or the
hmiﬁ} and security of United States eitizens living abroad (section S64(h 1 DY of the Act),

s Department of Health and Human Services, Decloration Regarding Emergency Use of In Vitra D:efg;m@.rm
Sor Betection of Eholo Mirag, 79 Fed, Reg. 47141 {Angust 13, 20143
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Page 2 — Dr, Phillips, BioFire Defense, LLC

virus (detected in the West Africa outbreak in 2014) by laboratories designated by DoD, subject
to the terms of this authorization.

L. Criteria for Issuance of Authorization

I'have concluded that the emérgency use of the FilmArvay NGDS BT-E Assay for the
presumiptive detéction of Ebola Zaire viros (detected in the West Aftica outbreak 10 2014) in the
specified population meets the erfteria for issuance of an authorization under section 564(c) of
the Act, because T have concluded that:

1. The Ebola Zaire virus (detected in the West Africd outhreak in 2014) ean cause Ebola
virus disease, & serious or life-threatening disease orcondition to humans infected with
this virus;

Based on the totality of scientific evidente availableto FDA, it i3 reasonable to believe
that the FilmArray NGDS BT-E Assay, when used with the FilmvArray Instrument, may
be effective in diagnosing Ebola Zaire virus {detected in the West Africa outbreak in
2004y infection, and that the kaown and potential benefits of the FilmAray NGDS BT-E
Assay, when used with the FilmAreay Instroment for diagnosing Ebola Zaire virag
(detected inthe West Africa outhreak in 2014) infection, outweigh the known and
potential risks of such product; and

There is no adéquate, spproved, and available alternative fo the emesgémy use of the
FilmArray NGDS BT-E Assay for diagnosing Ebola Zaire virus (detected in the West
Africa outbreak in 2014) infection.”

Lk

11. Scope of Authorization

1 have concluded, pursoant to section S64(d¥( 1) of the Act, that the scope of this authorization 1s
Hmited o the tse of the authorized FilmArray NGDS BT-E Assay by laborstories designated by
DaDfor the presumptive detection of Ebola Zaire virus (detected in the West Afriea putbreak in
2014) in individuals with signs and symptoms of Ebola virus infection or whe are at risk for
exposure or may have been exposied to the Ebola Zaive virus (detected inthe West Africa
outbreak in 2014) in conjunction with epidemiological risk factors.

The Authorized FilmArray NGDS BT-E Assay:

The FilmArray NGDS BT-E Assay is o veal-time reverse transcriptase Polymerase Chain
Reaction (fRT-PCR) for the i virre qualitative detection of Ebola Zaire virug (detected in the
West Africa outbreak in 2014} in whole blood specimens from individuals with signs and
symptoms of Ebola virus infection or who are at risk forexposure or may have been exposed to
the Ebola Zaire virus (detected in the West Africa outbreak in 2014) in conjinction with
epidemiclogical risk factors. The test procedure consists of nucleic acid extraction followed by
fRT-PCR ononly the FilmArray Instrument.

¥ Ko other eriterts of fssuarice have heen preseribed by regulation under section S64(ei(4) ol the At
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The FilmArray NGDS BT-E Assay consists of the instrument and a self-contained, disposable
reagent powch that includes two lnternal control assays: Itis an sutomated test system that
utitizes a single-use consunable cartridgs containing all amplification and detection reagents
{“lab-in-a-pouch” system} that performs vucleie geid purification, reverse transeription, nested
multiplex PCR amptification, and high resolution melting to analyze samples for the presence of
Ebola Zaire virus. Once a whole blood specimen is collected, it takes about $ minutes to begin
the automated test, which produces results n approximately I hour,

During a FilmArray run, two stages of PCR are performed. The first stage (PCR 1) isa
multiplexed, one-step reverse transceripfase (RT) PCR. The PCRI mixture is diloted and added
to the second stage PCR (PCR2) reaction. PCR2 performs specific reactions in triplicate; each
reaction contains pritmer sets that are specific for one of the orpanisims or controls in the panel.
The PCR2 reactions also-contain LCGreen Plus™, 4 double-stranded DNA binding dye whose
fluorescence is used to generate real time PCR curves and crossing points (Cpl, and meliing
curves and melting temperatares (Tm). While both the Cp and Tm parameters could be utilizéd
tor determine assay results, only the Tms are used to provide gualifative detection results inan
atomatically penerated veport.

The above described FilmArray NGDS BT-E Assay, when labeled consistently with the labeling
authorized by FDA entitled “FilmArray'™ NGDS BT-E Assay Instructions for Use™ (available at
hitpewwwfida.gov/Medical Devices/Safety/EmergencySituations/uem 161496, htm), which may
be revised by BioFire Defense in consultation with FIYA, is authorized to be distributed to.and
used by laboratories designated by Do) under this EUA, despite the fact that it does not meet
certain requirements otherwise required by federal law.

The above described FilmArray NGDS BT-E Assay is authorized to be accompanied by the
following information pertaining to the emergency use, which is authorized to be made
available to health care professionals and patients:

¢ Fact Sheet for Health Care Providers: Interpreting FilmArray NGDS BT-E Assay
Results for Ebola

«  Fact Sheet for Patients: Understanding Results from the FilmArray NGDS BT-E
Test for Ebola

As deseribed in Section IV below, BioFire Defense is also authorized 1o make available
additional information relating to the emergency use of the suthorized FilmArray NGDS BT-E
Assay that is consistent with, and does not exceed, the terms of this letter of authorization.

Thave concluded, pursuant to section 564(d}2) of the Act, that it is reasonable to believe that the
known aid potential benefits of the authorized PilmArray NGDS BT-E Assay in the specified
population, when used for presumptive detection of Ebola Zaire virus (detected in the West
Africa outbreak in 2014), outweigh the known and potential rsks of such a produet,

1 have concluded, ‘pursuant to section 564{d)(3) of the Act, based on the totality of seientific

evidence available to FDYA, that it is reasonable to believe that the authorized FilmAmay NGDS
BT-E Assay may be effective in the diagnosis of Ebola Zaire virus {detected in the West Africa
outbreak in 2014y infection pursuant to section 564(¢) (A} of the Act. The FDA has reviewed
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the scientific information available to FDA including the information supporting the conclusions
described in Bection [ above, and voncliudes that the authorized FilmArray NGDS BTVE Assay,
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(c) of the Act conceniing
safety and potential effectiveness,

The emergency use of the authorized FilmArray NGDS BT-E Assay under this EUA miust be
consistent with, and may not exceed, the terms of this letter, including the Scopeof
Authorization (Section 1) and the Conditions of Authorization (Section 1V}, Subject to the
terms of this EUA and under the cireumstances set forth in the Secretary of DHS's detesmination
desenibed above and the Seevetary of HHS's corresponding declaration under section 564(b)(1),
the FilmArray NGDS BT-E Assay described above1s duthorized to diagnose Ebola Zaire virus
{detected in the West Africa outbreak in 2014) infeetion in individualy with sighs and symptoms
of Bbola virus mfection or who avé at risk for exposuie or may have been exposed to the Fbola
Zavevirus (detected in the West Africa outbreak in 2014} in conjunction with epidemiological
rigk factors.

This EUA will cease to be effective when the HHS declaration that circumstances exist to justity
the EUA is terminated under section S64(b}2) of the Act or when the BUA is revoledunder
section 564{gy of'the Act,

I Waiver of Certaln Requirements.

Tam waiving the following requirements for the FilmArray NGDS BT-E Assay during the
duration of this EUA:

«  Current good manufacturing practice %eq;xiﬁ:meﬁnfﬁ:, including the qzmﬁiy svstem
requirements under 21 CFR Part 820 with respect to the design, manufacture, packaging,
labeling, storage, and distribution of the FilmArray NGDS BT-E Assay.

« Labeling réquirements for cleared, approved, or investigational devices, including
labeling requirements tnder 21 CFR 809.10 and 21 CER 809,30, except for the intended
use statement (21 CFR 809.10(a)(2), (b}2 ), adequate directions for use (21 U8.C
352(H), (21 CFR 80%.10(b)(3), (7). and (8D, any appropriate limitations on the use of the
device including information required under 21 CFR 809.10(2)(4), and any available
information regarding performance of the device, including requirements under 21 CFR
3091001 12)

IV. Conditions of Authorization

Pursuant to section 564 of the Act; T am establishing the following conditions on this
authorization:
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BioFire Defense

A. BioFire Defense will distribite the authorized FilmArray NGDS BT-E Assay with the
authorized labeling, ay mav be revised by BioFire Defense in consultation with FDA,
only tor laboratories designated by DoD. ;

B, BioFire Defense will provide to laboratories designated by DoD the authorized
FilmArray NGDS BT-E Assay Fact Sheet for Health Care Providers and the authorized
FilmArmay NGDS BT-E Assay Fact Sheet for Patients.

C. Biolire Defense will make available on its website the authorized FilmArray NGDS BT-

E Assay Fact Sheet for Health Care Providers and the authorized FilmArray NGDS BT-E
Assay Fact Sheei for Patients.

.. BioFire Defense will inform laboratories designated by DoD) and relevant public health

authority(ies) of this EUA, including the terms and conditions hereln,

BioFire Deferise will ensure that laboratories designated by DoD uging the authorized
FilmArray NGDS BT-E Assay have a process in place for reporting test resulls to health
care professionsls and relevant public health authorities, as appropriate.

BioFire Defense will track adverse events and report to FDA under 21 CFR Part 803,

. Through 4 process of inventory control, BioFire Defense will maintain recards of device

usage.

BioFire Defense will collect information on the performance of the assay, and report to
FDA any suspected occurrence of false positive or false negative results of which BioFire
Defense becomes aware,

BioFire Defense is authorized to make available additional information relating to the
emergency use of the anthorized FilmArray NGDS BT-E Assay that is consistent with,
and does not exceed, the terms of this letter of authorization,

BioFire Defense may request changes 1o the anthorized FilmArray NGDS BT-E Assay

Fact Sheet for Health Care Providers or the authorized F :hnAmy NGDS BT-E Assay
Fact Sheet for Patients. Such requests will be made by BioFire Defense in consultation

with FDA,

Laboratories Designated by DoD

K.

L

Laboratories designated by DoD will include with reports of the résults of the FilmAray
NGDS BT-E Assay 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.

Laboratories designated by DoD will perforny the FilmAray NGDS BT-E Assay.on only
the FilmArray Instriment,
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M. Laboratories designated by DD will have a process in place for reporting test results to
health vare professionals and relevant public health authorities, as appropriate.

N. Laboratories designuted by DoD will collect information on the perfrmance of the assay,
and report to BioFive Defense any suspected occurrence of false positive or false negative
results of which they become aware.

Q. Al Iaboratory personnel using the assay should be appropriately trained in the NGDS
BT-E Assay on the FilmAsray platfornyand use appropriate Iaboratory and personal
protective equipment when handling this kit.

BioFire Defense and Laboratories Designated by DoD

P. BioFire Defense and laboratories designated by DoD will ensure that any records
associated with this EUA are mantained wntil votified by FDA. Such records will be!
made available tv FDA for ingpection upon reguest,

Conditions Related to Advertising and Promotion

Q. All advertising and promotional deseriptive printed miatter relating to theuse of the
authorized FilmArray NGDS BT-E Assay shall be consistent with the Fact Sheets and
authorized labeling, as well as the terms set forth in this EUA and the applicable

“requirenents set forth in the Act and FDA tepulations.

RoAll advertising and promotional descriptive printed matter reia&iﬁg tothe use of the
authorized FilmArray NGDS BT-E Assay shall clearly and conspicuously state that:

o This test has riot been FDA eleared or approved;

»  This test has been authorized by FDA underan Eriwrgc:m:y Use Authorization for use
by laboratories designated by Dol

& " This test has been authorized only for the detection of Ebola Zaire virus (detecied in
the West Africa outbreak in 2014) and not for any other viruses or pathogens: and

e This test is only authorized for the duration of the declaration that circumstances exist
justifying the authorization of the emergency use of in vitro didgnostics for detection
of Ebola Zaire virus vider section 564(b)(1) of the Act, 21 U.S.C. § 360bkE-3(b)(1),
unless the authorization is terminated or revoked sooner.

No aﬁmﬁi‘sing or promotional descriptive printed matter relating to the use of the authorized
FilmAreay NGDS BT-E Assay may represent or suggest that this test is safe or effective for the
diagnosis of Ebola Zaire virus {detected in the West Africa outhreak in 2014),

The emergeney use of the authorized FilmArray NGDS BT-E Assay as described in this letfer of
authorization must comply with the conditions and all othes terms of this authorization.
V. Duration of Authorization
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This EUA will be effective until the declaration that circumstances exist justifying the
authorization of the emergency use of b vitee diagnosties for detection of Bhols virug is
terminated under section 564(h){(2) of the Act or the BUA s revoked under section 564{g) of the

At

Enclosures

The Authorization for the BioFire
FilmArray Biothreat-E test issued
October 25, 2014, in its entirety (not

Sincerely,

Marghiret A. Hamburg, M.D. #
Commissioner of Food and Drugs

including the authorized versions of the the reasons for its issuance, as required
fact sheets and other written materials) by section 564(h)(1) of the FD&C Act:
follows and provides an explanation of
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Foot and Drug Adrinistaton
Slver Bprlng MDV- 20083

October 25,2014

Cynthia Phillips, Ph.a;
Director, Regulated Products
BioFire Defense; LLC

79 W 4500 5, Suite 14

Salt Lake City, UT 34107

Dear Dr. Plullips;

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 FilmAreay Biothreat-E test for
the presumptive detection of Ebola Zaire virus {detected in the West Africa outbreak in 2014) on
thie FilmArray Instrument inindividuals with signs and symptoms of Ehola virug infecton in
conjunction with epidemiological risk factors, by laboratories vertified under the Clinical

~ Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263u, to perform maderam
complexity tests and by laboratories certified under CLIA to perform high coniplexity tests,!
pursuant to section 564 of the Federal Food, Dms;. and Cosmetic Act {the Acty (21 US.C.§
%éi}hbb-?} ;

On Sﬁ;ﬁﬁl‘ﬂbt}}“ 22, 2006, then-Secretary of the Department of Hmnf:land Security (DHS),
Michael Chertoff, determined, pursuant to section 319F-2 of the Public Health Service (PHS)
At {42 ULS.C.§ 247d-6b), that the Fhola virgs presents a material threat against the United
States population sufficient w affect national security.” Pursuant fo section SE4(0H1) of the Act

{21 U.S.C. § 360bbb-3(b)(1)), and on the basis of such determination, the Secretary of HHS
declared on August S, 2014, that circumstances exist justifying the authorization of emer EReY
useof i i dmg,nmtrm for detection of Ebola wrm subject to the terms of any authorization
z&w&.d under 21 UL8.C. § 360bbb-3(a).”

Having concluded that the criteria for issuance of this autherization. under section 564(¢) of the
Aet (21 U.S.C. § 360bbb-3(c)) are met, | am authorizing the emergency use of the FilmAray

. Biothreat-E test {as described in the Scope of Authorization section of this letter {Seetion Y in
individuals with si gus and symptoms of Ebola viras infection in conjunction with
epidemiological risk factors (as described in the Scope of Authorization section of this letter
{Secxm}n 113) for the presumptive detection of Ebola me‘c virus (detected 10 the West Africa

' Forease ol mfs?mw& this letter will’ m&r 1o these fwo by pesaf laburatories together st “OLIA Madwa& and High
Complexity Laboratories.”
*Pursant 1o sedtion S64(bN 1) of the Act {21 ULS.C. 8 360bbb-3(B 11 the HHS Secretary’s duhmfma that
supports EUA issumrice must be based on one of four ée,mrmmamm including the identification by the DHS
Seeretary of 4 material threat pursiant to section 319F-1 ol the PHS Act sufficient fo affectnational security or the
health und sscurity of United States ditizens Tving abroad (section SE8EN 1D of the Art).
FULS. Departooent of Health und Human Services, Declaration Regarding Energency Use of In. Vipro Diagnostis
Jor wa, Hion of Ebola Fives, 79 Fed! Reg: 47141 fAugust 12, 2{3}43
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outbreak in 2014) by CLIA Moderate and High Complexity Laboratoties, subject 1o the terms of
this authorization.

1. Criteria for Issuance of Authorization

Thave coneluded that the emergency use of the FilmArray Biothreat-E test for the presumptive
detection of Ebola Zaive virus (detected in the West Africa outbreak in 2014) in the specified
population meets the criteria for issuance of an authorization under section 564(c) of the Act,
beeanse | have concluded that:

L. The Ebola Zairve virus(detected in the West Afiica outbreak in 2014) can cause Ebola
virug disease, aserious or lfe-thréatening disease or condition to humans infested with
this virgs;

Based on the totality ol scientific evidence available to FDA, it is teasonable to belisve
that the FilmArray Biothreat-E test, when used with the FilmArray Instrument, may be
effective in diagnosing Ebola Zaire virus (detected in the West Africa outbreak in 2014)
infection, and that the kinown and potential benefits of the FilmArray Biothreat-E test,
when used with the FilmArray Instrument for diagnosing Ebola Zaire virus (detected in
the West Africa outbreak in 2014 infection; outweigh the known and potential risks of
such product; and

=

There is n6 adequate, approved, and available alternative to the emergency use of the
FilmAreay Biothreat-E test ﬁ}f d;‘suﬂmmg Ebola Zaive virus {detected in'the West Afica
outbreak i1 2014) mfu.mm.

L

iL Scape of Authorization

I have concluded, pursuant to section $64(d)(1) of the Act, that the scope of this authorization is
limited to the use of the authorized FilmArray Biothreat-E test by CLIA Moderate and High
Complexity Laboratories for the presumptive detection of Ebola Zaire virus {detected inthe
West Afvica outhreak in2014) in individnals with signs and symptoms of Ebola virug infection
in cenjunction with epidemislogical rigk factors,

The Authorized FilmArray Biothreat-E test:

The FilmArray Biothreat-E test s an automated reverse franscriptase Polvinerase Chain Reaction
(RT-PCRY system for the {n virro qualitanive deétection of Ebola Zaire virus (duimt@d in the Wast
Africa outbreak in 2014) in whole blood specimens from individuals with signs and symptoms of
Ebola virus infection in conjunction with epidemiological visk factors. The FilmArray Biothreai-
E test can also be used witl urine specimens when fested in conjunction with a patientamatched
whole blood specimen. The test procedure consists of nucleic acid purification followed by
reverse transcription, two-stage nested PCR, and high resolution melting to analyze samples for
the presence of Ebola Zaire virus on only the FilimAmay Instrument.

N otlier eriteria of fssuance hive been preseribed by regulation under section S64(¢)(4) of the Act.
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The FilmArray Biothreat-E test consists of the instrument and a self-contained, disposable
reagent pouch that includes an internal control assay, The PCR2 reactions alse contain LCGreen
Plus™, a double-stranded DNA binding dye whose fludrescence iz used to génerate real time
PR curves, crossuig points (Cpl melting curves, and melting temperdtures. - The nielting
femperatures (Tm) are vsed to provide gualitative detection results i an automatically generated
report

Once & chinical specinen is collected, it takes about 3 minutes to begin the amtomated test, which
produces results in approximately 1 hour,

The FilmArray Biothreat-E test includes the following assay confrol:

= RNA Process Control is a positive control carried through all stages of the test
process to demonstrate that all $teps carried out tn the FilmArray BT pouch were
suecessful. The positive control assay targets an RNA franscript from the yeast
Schizosaccharomyces pombe.

The above destribed FilmArray Birothreat-E test, when Jabeled consisténtly with the labeling
authorized by FDA entitled “FilmArray™ Biothreat-E Instructions for Use™ (available at
httprwww fdasgoviMedical Deviees/Safety EmergencySituationsiom 161496 i), which may
be revised by BioFire Defense invconsultation with FDA, is suthorized to be distiibuted to and
used by CLIA Moderate and High Complexity Laboratories under this EUA, despite the fact that

‘it does notmeet certain requirements otherwise required by federal law.

The above deseribed FilmArray Biothreat-E test is authorized to be accompanied by the
following information pertaining to the emergency use, which is authorized to be made
available to health care professionals and patients;

s Fact Sheet for Health Care Providers: Interpreting FilmArray Biothreat-F Test
Results for Ebola

@ Fact Sheet for Patients: Understm&ding Results from the Fi‘imArray Biothreat-E
Test for Ebola

Asdeseribed in Section IV below, BioFive Defense iz also authorized to imake available
additional information relating to the emergency use of the authorized FilmArray Biothreat-E
test that is consistent with, and does not exceed, the terms of this letter of authorization.

T have concluded, pursuant to section S64(d)2) of the Act, that it is reasonable to believe that the
known and potential benefits of the authorized FilmArtay Biothreat-E test in the specified
population; when used for presumptive detection of Ebola Zaire virus (detected in the West
Africa outbreak in 2014); outweigh the known and potential risks of such a product.

I 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 authorizéd FilmAmay
Biothreat-E test may be effective in the disgnosis of Ebola Zaire virus (detected in the West
Africa vutbreak in 2014} infection pursuant to section S64{cH21A Y of the Act. The FDA has
reviewed the selentific information available to FDA including the information supporting the
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conclusions described in Section T above, and concludes that the authorized FilmArray Biothreat-
E test, when used to diagnose Ebola Zalve viras (detected in the West Africa outbreak in 7014)
infection in the specified population, meets the eriteria set forth in section 564(¢) of the Act
concerning safety and potential effectiveness.

The emergency use of the authorized FilmArray Biothreat-E test under this EUA must be
consistent with, and may not exceed, the ternis of thig letter, including the Scopeof
Authorization (Section 11} and the Conditions of Authorization (Section IV), Subject to the
terms.of this EUA and undeér the circumstances set forth in the Secretary of DHS's determination
described above and the Secretary of HHS's mmsp«:mdsm g declaration under section 564(b (1},
the FilmArray Biothreat-E test deseribed above 1s authorized to diagnose Ebola Zaire virus
{detected in the West Africa outbreak in 2014) infection in individuals with signs and symptoms
of Ebola virus infection in conjunetion with epidemiological risk factors.

This EUA will cease to be effective when the HHS declaration that circumstances exist to justify
the EUA iz terminated under section 564(03(2) of the Act or when the EUA is revoked under
section 564(g) of the Act.

11, Waiver of Certain Requirements

[ am waiving the following requirements for the FilmAm&‘y Biothreat-F test during the duration
of this EUA:

& Current good manufhcturing practice requirements, including the quality system
requirements under 21 CFR Part 820 with respect to the dedign, manufacture, packaging,
labeling, storage, and distribution of the FilmArray Biothreat-E test.

= Labeling requirements for cleared, approved, or investigational devices, including
labeling requirements under 21 CFR 809,10 and 21 CFR §09.30, except for the intended
use statement (21 CFR 809, 10a)(2), (b}{2}), adequate directions for use (21 US.C.
352(1), (21 CFR 809, 10(b)(5), (7). and {8)). any appropriate limitations on the use.of the
device inchuding information requived under 21 CFR 809.10(a)(4}, and anv available
information regarding performance of the deviece, including requirements under 21 CFR
S09.70(b312).

IV. Conditions of Authorization

Pursuant to section 564 of the Act, I am establishing the following conditions on this
authorizationy

BioFire Defense

A, BioFire Defense will distribute the authorized FilmArray Biothreat-E test with the
authorized labeling, ag may be révised by BioFire Defense in consultation with FDA,
only to CLIA Moderate and High Complexity laboratories.

B. BioFire Defense will provide to CLIA Moderate and High Complexity Laboratories the
authorized FilmArray Biothreat-E teést Fact Sheet for Health Cave Providers and the
authorized FilmArray Biothreat-E test Fact Sheet for Patients:
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€. -BioFire Defense will make available on its website the FilmArray Biothreat-E test Fact
Sheet for Health Care Providers and the authorized FilmArday Biothreat-E et Fact Sheet
for Patients:

D. BioFire Defense will infornt CLIA Moderate and High Complexity Laboratories and
refevant public health authority(ies) of this BUA, including the terms and conditions
herein.

E. BioFire Défense will ensure that CLIA Moderate and High Conplexity Laboratories
using the authorized FilmArray Biothreat-E test have a process in place for reporting test
results 1o health care professionals and relevant public health authorities; as appropriate;

F.. BioFire Defense will track adverse events and report to FDA under 21 CFR Part £03.

G. Through a process of irventory control, BioFire Defense will wiaintain records of device

H. BioFire Defense will collect information on the performande of the assay, and report 16
FDA any suspected oceurrence of false positive or false negative results of which BioFire
Defense becomes aware.

I. BioFire Defense is authorized to make available additional information relating to the
emergency use of the authorized FilmArray Biothreat-E test that is consistent with, and
does not exceed, the terms of this letter of aunthorization,

1. BioFire Defensemay request changes to the authorized Filmarray Biothreat-E fest Fact
Sheet for Health Care Providers or the authorized FilmiAreay Biothrest-E test Fact Sheet
for Patients. Such requests will be made by BioFire Defense in consultation with FDA,

CLIA Moderate and High Complexity Lahoratories

K. CLIA Moderate and High Complexity Laboratories will include with reports of the
results of the FilmArray Biothreat-E test the authorized Fact Sheet Tor Health Care
Providers and the authorized Fact Sheet for Patients. Undey exigent circumstances, other
appropriate methods for disseminating these Fact Sheets may be used, which may include
s media;

L. CLIA Moderate and High Complexity Laboratorics will perform the FilmArray
Biothreat-E teston only the FilmArray Instrument;

- CLIA Moderate and High Complexity Laboratories will have a process in place for
reporting test results to health care professionals and relevant public health anthoritics, as
appropriate;

CLIA Muoderate and High Complexity Laboratories will collect information on the
performance of the assay, and report to BioFive Detense any suspected oceurrence of
false positive or false negative results of which they become aware.

z
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©. All laboratory persanmel using the assay should be appropriately trained in FilmArray
Biothreat-E test on the FilmArray platform and use appropriate laboratory and personal
profective equipment when handling this kit

BioFire Defense and CLIA Moderate and High Complexity Laboratories

P.. BioFire Defense and CLIA Moderate and High Complexity 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 fo Advertising and Promotion

Q. Al advertising and promotional descriptive printed matier relating to the use of the
authorized FilmArray Biothreat-F test shall be consistent with the Fact Sheets and
authorized labeling, as well ag the terms set forth in this EUA and the applicable
reguirements set Torth in the Act and FDA regulations.

R All advertizing and promotional deseriptive printed matter relating to the use of the
authorized FilmArray Biothreat-E test shall clearly and conspicuously state that:

+  This test has not been FDA cleared orapproved;

s This test has been authorized by FDA under sn Emergency Use Authorization for use
by CLIA Moderate and High Complexity Laboratories:

& This test has been-authorized only for the detection of Ebola Zaire virus {detected in
the West Afvica outbreak in 2014 ) and not forany other vivases or pathogens; and

s This testis only authorized for the duration of the declaration that ciraumstances exist
justifying the authorization of the emergency use of i virro diagnosties for deétection
of Ebela Zaire virus under section 564{b1(1) of the Act, 21 1U.8.C, § 360bbb-3(b)(1),
unless the suthorization s terminated or revoked sooner:

No advertisin g or promotional descriptive printed matter relating to the use of the authorized
FilmArray Biothreat-E test mray represent or suggest that this test is safe or effective for the
disgnosis of Ebola Zaire vivus (detected in the West Aftica outbreak in 2014},

The emergency use of the authorized FilmArray Biothreat-E test described in this letter of
authorization must comply-with the conditions and all other terms of this authonization,.
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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 i vitro diagnostios Tor detection of Ebola viriy is
terminated under section 564(b)(2) of the Act or the EUA is revoked under section 564(g) of the

At
Sinverely,
Margatet A, Hamburg, M.D, #
Commissionerof Food and Drugs
Enclosures
The Authorization for the RealStar® November 26, 2014, (not including the for its issuance, as required by section
Ebolavirus RT-PCR Kit 1.0, originally authorized versions of the fact sheets 564(h)(1) of the FD&C Act, and its
issued on November 10, 2014, as and other written materials) follows and amendment:

amended and reissued in its entirety on  provides an explanation of the reasons



Federal Register/Vol. 80, No. 26/Monday, February 9, 2015/ Notices 6989

At
an ¥
o %,

c.- DEPARTMENT OF HEALTH & }??{I.J"NIKN SERVICES

Foodand Drug Administration
Silver Spring, MD 20993

November 26,2014

Dr. Sven Cramer

Director; Regulatory Affairs
altone Diagnostics GimbH
Miérkenstrafie 12

22767 Hamburg

Germany

Drear Dy, Cramer:

On November 10, 2014, based on a vequest by altona Diagnostics GmbH, the F ood and Drug
Administration {}“D‘M issued a letter authorizing the emergency use of ﬂw RealStar™ Eholaviruy
RT-PCR Kit 1.0 for the presumptive detection of RNA from Ebolaviruses' on specified
instruments in EDTA plasma from individuals with signs and symptoms of Ebola virus infection
in confunciion with epidemiological visk factors, by laboratories certified underthe Clinical
Laboratory Improvement Amendments. of TORBLCLIA), 42 U.S.C. §263a, 1o pérform high
~ mm;@}nmv tests,” pursuant o section 564 of the Federal Food, Drug, and Cosmetic Aet (the Act)
{31 L8 §360bbh-3), On Noveinber 18, 2014, FDA received 4 réquest from altona-
E}:agnmnm GmbH foran-amendment 1o the Etner geney Use Authorization (EUAY Invesponse
1o that request, snd having concluded that revising the November 10,2014, EUA is appropriate
: m protect the public health of safety under section 564(g)(2HC) of the Act (21 UIS.C £ 360bbb-
( }{?S{C}} ithe Nmemhcr IQ 2014, Tetter authorizing the emergeney uée of the RealStar™
H‘m aviras RT-PCR Kit 1.0 38 i‘mtm retssued i itg entivety with the amran&memx meorporated.” ’

Ou September 22, 2006, then-Secretary of the Espmmsm of Homeland Security {DH%}
Michael (hmwﬁ deternuned, pursuant 1o section 319F-2 of the Public Health Service (PHS)
At {42 ULS.CL§ 247d-6b), that the Ebola virus pr w:rm dmaterial threat against the United
States pcxpuiamn sufficient to affect national s;um;w‘ Pursuant 1o seetion ‘sﬁ»%{b;( yofthe Act

aire eholavirus, This
{incloding the
cholpving,

: S Ebolavirus RT-PC ;I\u L with umam

Because this assay imay be distributed outside the U8,
amendments also 8llow the use of this assay inder th & with vertain conditions; al non-1ES, Taboratories ihm
are sinilarhe gualified as CLIA High Complexity Laboratordes,  The Tostructions 5} Useand Faot Sheet for Health
{;mﬁ. Pm&xdw& baw ‘m htm up&aim e urpﬁmte thiexe amendients, :
3 S8 3aUbh-3 ), the HHS Se s declaration that
xitppw@ E;LM Issuane th be bmu} o one n!" four determingtions, inchading the mmtxtnaimﬂ by the DHS
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(21 ULS.CL§ 360bbb-3(b)(1)). and on the basis of such determination, the Secretary of HHS
declared on &uguat 5, 2014, that circumsiances exist nmhfyx% s the authorization of emergency
use of i vifre dm{nmtms for dutmtzg}n of Ebola vivus, subject to the terms of any-authorization
issued under 211.8.C § 360bbb-3(a)."

Having concluded that the oriteris for issuance of this authorization under summ 564{c) M thm
Act (21 U.8.C§ 360bbb-3(c)) ave met; T am muthorizing the emergency vse of the RealStar™
Ebolavirus RT«PLR Kit 1,0 {as described in the Seope of Authorization section of this letter
{Section I} in individualy with signs and symptoms of Ebola virus inféetion inconjunction with
epidemiological risk factors (as described in the Scope of Authorization section of this letter
{Section 11}) for the presumptive detection of RNA from Ebolaviruses by CLIA High
Complexity Laboratories, orsimilarly qualified non-U.S; laboratories, subject to the ferms of this
authorization.

I. Criteria for Issnance of Authorization
I have concluded that the emergency use of the R@ai‘ﬁtar “Ebolavires RT-PCR Kit 1.0 forthe
presumptive detection of RNA from Ebolaviruses in the specified population meets the criteria

for issuance of an authovization under section: 564(c) of the Act, because T have concluded that:

1. Ebolaviruses can cause Bbola virus disease, a serious or life-threatening disease or
condition to humans infected with this virus;

w2

Based on the tmahtv of scientific evidénce available to FDA, it is reasonable to believe
that the RealStar™ Ebolavirus RT-PCR Kit 1.0, when used with the specified instruments,
may be effective in dlagnamag: Ebolavirus infection, and that the known and potential
benefits of the RealStar™ Ebolavirus RT-PCR Kit 1.0, when used with the spetified
instruments for diagnosing Ebolaviras infection, outweigh the known and potential tisks
of such product; and

3. Thereis fo adequate; approved, and available altemnative o the emergency use ofthe
RealStar”™ Ebolaviras RT-PCR Kit 1.0 for diagnosing Ebolavirus infection.®

1. Scope of Authorization

Thave concluded, pursuant to section 56%{&}{1} ui the Act, that the scope of this authorization is

limited to the use of the authorized RealStar™ Ebolavirus RT-PCR Kit 1.0 by CLIA High
Complexity Laboratories, or similardy qualified non-U.8: laboratories, for the presumptive
detection of RNA from Ebolaviruses in individuals with signs and symptoms of Ebola virus
infection in conjunction with epidemiological risk factors.

Sevretary of o material threat pursuant to seetion 319F-2 of the PHS Act sufficient to affect national security or the
I’ltii?ﬂl and security of United States citizens living abroad {section S64(0)( 1Y of the Act).
S LS, Department of Health and Human Seivices. Declarasion Re wriding Emergency Use of In Vitro Diagnostics

‘fm Detection of Ehola Virgs. 79 Fed: Reg. 47141 {Augast 12, 20143,

SN other eritria of issuance have been preseribed by reptidativn onder section SE4(HY of the Act
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The Authorized RealStar™ Ebolaviras RT-PCR Kit 1.0:

The RealStar” Ebolavirus RT-PCR Kit 1.0 is a reverse transcriptase Polymerase Chain Reaction
(RT-PCR) syster. for-the i vitre qualitative detection of RNA from Ebglaviruses in human
EDTA plasmaspecimiens from individuals with signs and symptoms of Ebola virus infection in
conjunetion with epidemiological risk factors, RNA Isextracted froim whole bload collected
with EDTA as the anticoagulant using only the QI Aamp Viral RNA Mini Kit. Thetest
procedure consists of three processes in a single tube assay: reverse transcription of target RNA
and Internal Control RNA to ¢DNA, PCR amplification of target and Internal Control ¢DNA,
aind sinultaneous deteetion of PCR amplicons by fluorescent dye labelled px{ﬁ:}m fo-analyze

samples for the presence of RNA from Ebola viruses on only the ABI Pri ;sm Y7500 808
instrument, the ABI Prism™ 7500 Fast SDS instrument, the LightCyecler™ 480 Instrument 11, and
the CFX96™ syster/Dn réal-time System.

The assay is desigiied to detect all Ebolavirus species. The reagent svstenr-inchudes a
heterologous amplification system (Internal Control) to identify possible RT-PCR inhibition and
to confirm the integrity of the reagents of the kit

The RealStar™ Ebolavirus RT-PCR Kit 1.0 includes the following assay contral;

The Internal Control contains a defined copy number of an “artificial” RNA molecule
with no homologies to any other known sequences. 1t has to be added to the nucleic acid
extrdction procedure and is reverse transcribed, amplified and detected tn parallel to the
Ebolavirus specific RNA. The function of the Internal Control is to ensure the integrity
of Ebolavirus specific real-time RT-PCR results by indicating potential RT-PCR
inhibition.

The PCR grade water is to be used as negative control for the RT-PCR reaction. Its
function is to indicate contamination of RT-PCR reagents.

The “Positive Control Target EBOLAY * consists of an i vitro transcript which contains
the target sequence used by the RealStar® Ebolavirus RT-PCR Kit 1.0 for the detection of
Ebholaviras specific RNA. The *Positive Control Target EBOLA™ 15 used ay positive
control for the RT-PCR. aud verifies the functionality of tha Ebolavirus RNA speeific RT-
PCR detéction system, which is incloded in the RealStar™ Ehoia\*uu% RT-PCRKIt 1.0

The above described RealStar® Ebolavirus R’I‘J’CR Kit 1.0, when labeled consistently with the
mhnimg authorized by FDA entitled “RealStar” Ebolavirus RT-PCR Kit 1.0 Instructions for
Use™ {available at
htip:fwww. fda.goviMedical Devices/Safety/EmergencySituations/uem 161496 him#tchola),
which may berevised only by altona Diagnostics GmbH in consultation with FDA, is authotized
to'be distributed to and used by CLIA High Complexity Laboratories, or similarly qualified non-
LS. laboratorfes, under this EUA, despite the Tact that it does not meet certain requirements
‘otherwise required by federal law:
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The above described RealStar® Ebolavirus RT-PCR Kit 1.0 is autherized to be
accampanied by the following information per taining to the émergency use, which is
authorized to be made available to heéalth care professionals and patients:

e Faet Sheet for Health Care Providers: Ii;terpreﬁng RealStar® Ebolavirus RT-PCR
Kit 1.0 Results

s Fact Sheet for Patients: Understanding Results from the RealStar® Ebolavirus RT-
PCRKit 1.0

As deseribed in Seetion. [V below-altona Diagnostics GmbH and its authorized distributor(s) are
also authorized 1o make available additional information relating to the emergency use of the

authorized RealStar™ Ebolavirus RT- PCR Kit 1.0 that is consistent with, and does not exceed,

theterms of this letter of kaui}mn?atmn

1 have concluded, purstant to section 564(d}2) of the mt that it is reasonable to believe that the
known and potential benefits of the authorized RealStar” Ebolavirus RT-PCR Kit 1.0 test in the
specified population, when used for presumptive detection of RNA. from Ebolaviruses outweigh
the known and potential risks of such a product:

1 have concluded, pursuant to section S64(d¥3) of the Act, bused on the tomlity of gummﬁc
evidence available to FDA, that it is reasonable to believe that the authorized RealStar™
Ebolavirus RT-PCR Kit 1.0 may be effective in the diggnosis of infection with Ebolaviruses
pursuant to section 364eH2)(A) of the Act. The FDA has reviewed the scientific information
available to FDA ineluding the information supporting the conclusions deseribed in Section 1
above, and concludes that the authorized RealStar™ Ebolavitus RT-PCR Kii 1.0, when used to
diagnose infection with Ebolaviruses in the specified population, meets the criteria sef forthiin.
section 564(c) of the Act concening safety and potential efféctiveness.

The emergency use of the authorized RealStar™ Ebolaviras RT-PCR Kit 1.0 under this EUA
must be consistent with, and may not exceed, the terms of this Tetter, including the Seope of
Authorization (Section. I1) and the C mﬁxmnq of Authorization (Sedmu IV Subject to the
terms of this EUA and under the circumstances set forth in the Seeretary of [}H‘K*a determination
deseribed ahm’a and the Secretary of HHS's vorresponding declaration under section 564(8){(1),
the RealStar™ Ebolavirus RT-PCR Kit 1.0 described above is authorized to diagnose infection
with Ebolaviruses in individuals with signs and symptoms of Bbola virus infection in
conpunetion with epidemiological visk factors.

This EUA will cease to be effective when the HHS declaration that circumstances exist to justify
the EUA is terminated under section 364(b)(2) of the Act or when the EUA g revoked under
section 564({g) of the Act,

T Waiver of Certain Requirements

I am waiving the following requirements for the RealStar™ Ebolavirus RT-PCR Kit 1.0 during
the duration of this EUA:
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« Current good manufacturing practice requirements, including the quality system
reqitirements inder 21 CFR Part 820 with scspmt 1o the design, numufacture, packaging,
labeling, storage, and distribution of the RealStar® Ebolavirus RT-PCR Kit 1.0.

«  Lubeling requirements for cleared, approved, or investigational devices, including
labeling requirements inder 21 CFR 80910 and 21 CFR 809.30, except for the intended
use statement (21 CFR 809.10(a)(2), (b)(2)), adequate directions for use (21 U.S.C.
33200 (21 CFR 809.10(b)(5), (73, and {8)), any appropriate Hmitations on the nse 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

Puarsuant to section 564 of the Act, Lam establishing the following conditions on this.
authorization:

altona Diagnosties GmbH and lis Authorized Distributor(s)

A alona Dmgnmtxm GmbH and its authorized distributor(s) will distribute the authorized
RealStar® Ebolavirus RT-PCR Kit 1.0 with the authorized labeling, as may be revised
only by altona Diagnostics GinbH inconsultation with FD A, only to CLIA High

soniplexity Labovatories or spmilarlyqualified non-ULS! laboratories.

B. altona Diagnostics GmbH and its authorized distributor(s) will provide fo CLIA High
i"m}p?@;tt\r Laboratories of stmilarhy qualified nou-U.5: laboratories the authorized
RealStar™ Ebolay mﬁ RT-PCR Kit 1.0 Fact Sheet for Heéalth Care Providers and the
authorized RealStar™ Ebolavirus RT-PCR Kit 1.0 Fact Sheet for Patients.

¢ altona Diagnostics GmbH and its authorized distributor(s) will make available on their
webisites the RealStar™ Ebolavins RT»PCR Kit 1.0 test Faet Sheet for Health Care
Providers and the authorized RealStar™ Ebolavirus RT-PCR Kit 1.0 Fact Sheet for
Patients.

D. a}mna Diagnostics GmbH and its authorized distributor{s} will inform CLIA High
Complexity Laboratories or similarly qualified non-U.S. laboratories and relevant public
health authority(ies) of this EUA, mcinﬁmg} s thie terms and conditions herein,

E. altona Diagnostics GmbH and its authorized distributor(s) will ensure that CLIA High
¢ Qmpkxlty Laboratories or similarly qualified non-1.8. laboratories using the authorized
RealStar™ Ebolavirus RT-PCR Kit 1.0 have a process in place for reporting test results to
health care professionals and relevant public health authorities, as appropriate.

F fi“hmugh a process of inventory control, altons Diagnostics GmbH and its anthorized
disgributor(s} will maintain records of device usage.
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G altona Diagnostios GmbH and #ts authorized distributor(s) will collect information on the
performance of the assay, and report to FDA any suspected ocourrence of false positive
or false negative results of which altona Diagnostics GmbH and 8 suthorized
distributor(s) become aware,

H. - alfona Diagnostics GmbH and-#s authorized distributor(s} are authorized to make
availabl a ﬂddmmai information relating to the emergency use of the authorized.
RealStar®™ Ebolaviras RT-PCR Kit 1.0 that iy consistent with, snd does not c:sccwd the
terins of this letter of authorization.

altona Diagnosties GmbH

. altona Dragnostics GmbH will provide its authorized distribatorn(s) with a copy of this
EUA, sod communicate to its authorized distributor(s} any subsequent amendments that
might be made to this EUA and its authorized aceompanying materials {e.g., fhet sheots,
instiictions for use)

‘I, altona Diagnostics GmbH only may request changes to the authorized RealStar™
Ebolavirus RT-PCR Kit 1.0 Fact Sheet for Health Care Providers or the authorized
RealStar™ Ebolavirus RT-PCR Kit 1.0 Fact Sheet for Patients. Such requests will be
made only by altona Diagnosties GmbH in consultation with FDA.

K. altona Diagnostics GmbH will track adverse events and report to FDA wnder 21 CFR Part
803.

CLIA High Complexity Laboratories and Similarly Qualified Non-U.S. Laboratories

L. CLIA High Complexity Laboratories and enmiaﬂy qualified non-11.8. laboratories will
include with reports of the results of the RealStar” Ebolavirus RT-PCR Kit 1.0 the
anthorized Fact Sheet for Health Care Providers and the authorized Fact Sheet for
Patients, Under exigent elreumstances, other appropriate moethods for disseminating
these Fact Sheets may be wsed, which may include niass media,

M. CLIA High Cmnplcmw Laboratories and similarly qualified non-U.5; iabe:vratmms will
perform the RealStar” ~Ebolaviras RT-PCR Kit 1.0 on only the ABI Prism®™ 7500 8DS
instrument, the ABI Prism™ 7500 Fast SDS instrument, the LightCyeler™ 480 Instrument
11, and the: CFX96™ system/Dix real-time system,

N. CLIA High Complexity Laboratories and similarly qualified non-U.S. Iaboratories will
have a process in place for reporting test resulls to health care professionals and relevant
public health authorities, as appropriate.

0. CLIA High Complexity Laboratories and similarly qualified non-U.S. laboratories will
collegt information on the performance of the assay, and report to-altona Diagnostics
Gunbi and its authorized distributor(s) any suspected ocourrence of false positive or false
negative results of which they become avware:
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P. All laboratory personnel using the assay should be appropriately trained in RealStar™
Ebolavirus RT-PCR Kit 1.0 on the specified instrunents and use appropriate laboratory
and personal protective equipment when handling this kit.

altona Diagaostics GmbH, Its Anthorized Distributor(s), CLIA High Complexity
Laboratories, and Stmilarly Qualified Now-U.S. Lahoratories

Q. altona Diagnostics GmbH, its authorized distributor(s), CLIA High Complexity
Laboiatories; and similarly gualified non-U.S. laboratories will enstive that any records
associated with this EUA are maintained until notified by FDA. Such records will be
mwade available to FDA for Inspection upon request.

Conditions Related to Advertising and Promotion

R, All advertising and pmmotmﬂal deseriptive printed matter relating to the use of the
authorized RealStar™ Ebolaviras RT-PCR Kit 1.0 shall be consistent with the Faet Sheets
and authorized labeling, as well as the terms set forth n this EUA and the applicable
requirements set forth in the Actand FDA repulations.

72}

All advertising and pmmcmtmai deseriptive printed matter miatm& to the use of the
authorized RealStar™ Ebolavirus RT-PCR Kit 1.0 shall clear] [y and conspiouously state
that:

»  This test has not been FDA cleared or approved;

»  This test has been authorized by FDA under an Emergency Use Authorization for use
by CLIA High Complexity Laboratories and similarly qualified non-U.8.
laboratories:

& This test has been authorized only for the detection of RNA from Ebolaviruses (such
as ‘Zaire ebolavirus, [including the Zaire eholavirus strain detected in the West Africa
outhreak 2014], Sudan ebolavirus, Tal Forest ebolavirus, Bundibugyo ebolavirus, and
Reston ebolavirus) and not for any other viruses or pathogens; and

# This test is only authorized for the duration of the declaration that circumstances exist
justifying the authorization of the emtergency use of in vitro diagnostics for detection
of Ebola Zaire virus under section 564{b)(1) of the Act, 21 U.S.C. § 360bbb-3(b)(1),
uniless the suthorization is terminated or revoked sooner.

Naoady em‘;mg or promotional deseriptive printed matter rélating to the use of the authorized
RealStar™ Ebolavirus RT-PCR Kit 1.0 may represent or suggest that this test is safe oreffective
for the diagnosis-of infeetion with Ebolavirus.

The emergency use of the authorized RealStar™ Ebolavirus RT-PCR Kit 1.0 described in this
letter of authorization must comply with the conditions and all other termy of this authorization.
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V. Duration of Authorization

This EUA will beeffective until the declaration that circumstances exist ulstsfwmg the
authorization of the emergency use of i vitre diagnostics for detection of Ebola virugis
terminated under-section 364(b)(2) of the Act or the BUA g revoked under section 564(g) of the

Act

Enclosures

Dated: February 2, 2015.
Leslie Kux,
Associate Commissioner for Policy.
[FR Doc. 2015-02467 Filed 2—6—15; 8:45 am]
BILLING CODE 4164-01-C

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2010-D-0354]

Guidance for Industry: Questions and
Answers Regarding the Effect of
Section 4205 of the Patient Protection
and Affordable Care Act of 2010 on
State and Local Menu and Vending
Machine Labeling Laws; Withdrawal of
Guidance

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice; withdrawal.

SUMMARY: The Food and Drug
Administration (FDA or we) is
announcing the withdrawal of a
guidance entitled “Guidance for
Industry: Questions and Answers
Regarding the Effect of Section 4205 of
the Patient Protection and Affordable
Care Act of 2010 on State and Local
Menu and Vending Machine Labeling
Laws,” dated August 2010. We are
taking this action because the policies
stated in the guidance have been
superseded by our issuance of final
rules on menu and vending machine
labeling.

DATES: February 9, 2015.

FOR FURTHER INFORMATION CONTACT:
Felicia B. Billingslea, Center for Food
Safety and Applied Nutrition (HFS-
820), Food and Drug Administration,

Sinecerely;

\'iar
Cofiimissioner of Food and

5100 Paint Branch Pkwy., College Park,
MD 20740, 240-402-2371.
SUPPLEMENTARY INFORMATION: In a notice
published in the Federal Register of
August 25, 2010 (75 FR 52427), we
announced the availability of a guidance
entitled “Guidance for Industry:
Questions and Answers Regarding the
Effect of Section 4205 of the Patient
Protection and Affordable Care Act of
2010 on State and Local Menu and
Vending Machine Labeling Laws.” The
guidance stated that we were issuing the
guidance to: (1) Ensure that industry
and State and local governments
understand the immediate effects of the
law, and (2) clarify the effect of section
4205 of the Patient Protection and
Affordable Care Act of 2010 on State
and local menu and vending machine
labeling laws.

We are withdrawing this guidance
because we recently issued two final
rules entitled “Food Labeling; Nutrition
Labeling of Standard Menu Items in
Restaurants and Similar Retail Food
Establishments” and “Food Labeling;
Calorie Labeling of Articles of Food in
Vending Machines” (see 79 FR 71156
(December 1, 2014) and 79 FR 71259
(December 1, 2014), respectively). The
preambles for these final rules discuss
issues relating to Federalism and to
federal preemption of State and local
laws and reflect our latest thinking on
those issues. Consequently, the
guidance no longer reflects our current
thinking insofar as the law’s effect on
State and local menu and vending
machine labeling laws is concerned.

Dated: February 3, 2015.
Leslie Kux,
Associate Commissioner for Policy.
[FR Doc. 2015-02526 Filed 2-6-15; 8:45 am]
BILLING CODE 4164-01-P

ot A Hamhur_g,x M.D.

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2014-D-0798]

Medical Device Data Systems, Medical
Image Storage Devices, and Medical
Image Communication Devices; Mobile
Medical Applications: Guidances for
Industry and Food and Drug
Administration Staff; Availability

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

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of two guidance documents.
FDA is issuing “Medical Device Data
Systems, Medical Image Storage
Devices, and Medical Image
Communication Devices” to inform
manufacturers, distributors, and other
entities that the Agency does not intend
to enforce compliance with regulatory
requirements for Medical Device Data
Systems (MDDS) and two similar
radiology device types due to the low
risk they pose to patients and the
importance they play in advancing
digital health. FDA is also issuing an
updated version of the guidance
document ‘“Mobile Medical
Applications,” originally issued on
September 25, 2013, that has been
edited to be consistent with the MDDS
guidance document.

DATES: Submit either electronic or
written comments on this guidance at
any time. General comments on Agency
guidance documents are welcome at any
time.

ADDRESSES: An electronic copy of the
guidance document is available for
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