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accreditation program expires December
27, 2013.

II. Approval of Deeming Organizations

Section 1865(a)(2) of the Act and our
regulations at § 488.8(a) require that our
findings concerning review and
approval of a national accrediting
organization’s requirements consider,
among other factors, the applying
accrediting organization’s requirements
for accreditation; survey procedures;
resources for conducting required
surveys; capacity to furnish information
for use in enforcement activities;
monitoring procedures for provider
entities found not in compliance with
the conditions or requirements; and
ability to provide us with the necessary
data for validation.

Section 1865(a)(3)(A) of the Act
further requires that we publish, within
60 days of receipt of an organization’s
complete application, a notice
identifying the national accrediting
body making the request, describing the
nature of the request, and providing at
least a 30-day public comment period.
We have 210 days from the receipt of a
complete application to publish notice
of approval or denial of the application.

The purpose of this proposed notice
is to inform the public of AOA/HFAP’s
request for continued CMS approval of
its CAH accreditation program. This
notice also solicits public comment on
whether AOA/HFAP’s requirements
meet or exceed the Medicare conditions
of participation for CAHs.

III. Evaluation of Deeming Authority
Request

AOA/HFAP submitted all the
necessary materials to enable us to make
a determination concerning its request
for continued approval of its CAH
accreditation program. This application
was determined to be complete on May
31, 2013. Under section 1865(a)(2) of the
Act and our regulations at § 488.8
(Federal review of accrediting
organizations), our review and
evaluation of AOA/HFAP will be
conducted in accordance with, but not
necessarily limited to, the following
factors:

e The equivalency of AOA/HFAP’s
standards for CAHs as compared with
CMS’ CAH conditions of participation.

e AOA/HFAP’s survey process to
determine the following:

++ The composition of the survey
team, surveyor qualifications, and the
ability of the organization to provide
continuing surveyor training.

++ The comparability of AOA/
HFAP’s processes to those of state
agencies, including survey frequency,
and the ability to investigate and

respond appropriately to complaints
against accredited facilities.

++ AOA/HFAP’s processes and
procedures for monitoring a CAH found
out of compliance with AOA/HFAP’s
program requirements. These
monitoring procedures are used only
when AOA/HFAP identifies
noncompliance. If noncompliance is
identified through validation reviews or
complaint surveys, the state survey
agency monitors corrections as specified
at §488.7(d).

++ AOA/HFAP’s capacity to report
deficiencies to the surveyed facilities
and respond to the facility’s plan of
correction in a timely manner.

++ AOA/HFAP’s capacity to provide
us with electronic data and reports
necessary for effective validation and
assessment of the organization’s survey
process.

++ The adequacy of AOA/HFAP’s
staff and other resources, and its
financial viability.

++ AOA/HFAP’s capacity to
adequately fund required surveys.

++ AOA/HFAP’s policies with
respect to whether surveys are
announced or unannounced, to assure
that surveys are unannounced.

++ AOA/HFAP’s agreement to
provide CMS with a copy of the most
current accreditation survey together
with any other information related to
the survey as CMS may require
(including corrective action plans).

IV. Collection of Information
Requirements

This document does not impose
information collection and
recordkeeping requirements.
Consequently, it need not be reviewed
by the Office of Management and
Budget under the authority of the
Paperwork Reduction Act of 1995 (44
U.S.C. 35).

V. Response to Public Comments

Because of the large number of public
comments we normally receive on
Federal Register documents, we are not
able to acknowledge or respond to them
individually. We will consider all
comments we receive by the date and
time specified in the DATES section of
this preamble, and, when we proceed
with a subsequent document, we will
respond to the comments in the
preamble to that document.

Upon completion of our evaluation,
including evaluation of comments
received as a result of this notice, we
will publish a final notice in the Federal
Register announcing the result of our
evaluation.

Authority: (Catalog of Federal Domestic
Assistance Program No. 93.778, Medical

Assistance Program; No. 93.773 Medicare—
Hospital Insurance Program; and No. 93.774,
Medicare—Supplementary Medical
Insurance Program)

Dated: June 20, 2013.
Marilyn Tavenner,

Administrator, Centers for Medicare &
Medicaid Services.

[FR Doc. 2013-15175 Filed 6—-24—13; 8:45 am]
BILLING CODE 4120-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA—-2013-N-0651]

Authorization of Emergency Use of an
In Vitro Diagnostic for Detection of the
Novel Avian Influenza A(H7N9) 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 novel avian influenza
A(H7N9) virus. FDA is issuing this
Authorization under the Federal Food,
Drug, and Cosmetic (FD&C) Act, as
requested by the Centers for Disease
Control and Prevention (CDC). The
Authorization contains, among other
things, conditions on the emergency use
of the authorized in vitro diagnostic
device. The Authorization follows the
determination by the Secretary of Health
and Human Services (HHS) that there is
a significant potential for a public
health emergency that has a significant
potential to affect national security or
the health and security of U.S. citizens
living abroad that involves the novel
avian influenza A(H7N9) virus. On the
basis of such determination, the
Secretary also declared that
circumstances exist justifying the
authorization of emergency use of in
vitro diagnostics for detection of the
novel avian influenza A(H7N9) 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 April 22, 2013.

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. 32,
Rm. 4121, Silver Spring, MD 20993—
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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:
Luciana Borio, Assistant Commissioner
for Counterterrorism Policy, Office of
Counterterrorism and Emerging Threats,
Food and Drug Administration, 10903
New Hampshire Ave., Bldg. 32, Rm.
4118, 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
pursuant to section 319F-2 of the Public
Health Service (PHS) Act (42 U.S.C.
247d-6b) sufficient to affect national
security or the health and security of
U.S. citizens living abroad.

Once the Secretary 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 CDC (to the
extent feasible and appropriate given
the applicable circumstances), FDA 2
concludes: (1) That an agent referred to
in a declaration of emergency or threat
can cause a serious or life-threatening
disease or condition; (2) that, based on
the totality of scientific evidence
available to FDA, including data from
adequate and well-controlled clinical
trials, if available, it is reasonable to
believe that: (A) The product may be
effective in diagnosing, treating, or

1 As amended by the Pandemic and All-Hazards
Preparedness Reauthorization Act of 2013 (Pub. L.
113-5), the Secretary of HHS may make a
determination of a public health emergency, or a
significant potential for a public health emergency,
under section 564 of the FD&C Act. The Secretary
is no longer required to make a determination of a
public health emergency under section 319 of the
PHS Act, 42 U.S.C. 247d, to support a
determination made under section 564 of the FD&C
Act.

2The 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.

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 the
Secretary of HHS may by regulation
prescribe are satisfied.

No other criteria of 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 for Detection of the Novel
Avian Influenza A(H7N9) Virus

On April 19, 2013, under section
564(b)(1)(C) of the FD&C Act (21 U.S.C.
360bbb—3(b)(1)(C)), the Secretary of
HHS determined that there is a
significant potential for a public health
emergency that has a significant
potential to affect national security or
the health and security of U.S. citizens
living abroad that involves the novel
avian influenza A(H7N9) virus. Also on
April 19, 2013, 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 the novel avian influenza
A(H7N9) virus, subject to the terms of
any authorization issued under section
564 of the FD&C Act. The Secretary also
specified that this declaration is a
declaration of an emergency with
respect to in vitro diagnostics as defined
under the Public Readiness and
Emergency Preparedness (PREP) Act
Declaration for Pandemic Influenza
Diagnostics, Personal Respiratory
Protection Devices, and Respiratory
Support Devices signed by then
Secretary Michael Leavitt on December
17, 2008 (73 FR 78362). Notice of the
determination and the declaration of the
Secretary were published in the Federal
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Register on April 30, 2013 (78 FR
25273). On Aprﬂ 19, 2013, CDC
requested, and on April 22, 2013, FDA
issued an EUA for the CDC Human
Influenza Virus Real-Time RT-PCR
Diagnostic Panel-Influenza A/H7
(Eurasian Lineage) Assay subject to the
terms of this authorization.

III. 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 the novel avian influenza
A(H7N9) virus 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 4160-01-P
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ﬁ!mn,*

q&“,\ 1a‘1\m§‘ . ) ; N : .
; _é DEPARTMENT OF HEALTH AND HUMAN SERVICES

S

; ‘Foou and Drig Administration
A Silver Spring, MO 20083 -
April 22,2013 o ;

Thomas R i*‘m;dx,n. MD MPH

Director ; :
Centers for Disease &antmi mﬁ Preventic;m :
1600 (L‘hﬁﬁm Rd, M8 D= 14 o
Atlanta, GA 30333

Dear Dr. Frieden:

Tlns ie:tzer 18 inresponse to your requﬁst that the Fs:)m:i aﬂé Drug Admxmstratmn {I‘DA} issue an
: Emergmtw Use Authorization (EUA) for emergency use of the CDC Human Influenza Virus.
‘Real-Time. RT-PCR Diagnostic Panel-Influenza AH7 (Eumszan Lineage) Assay for the -
presumptive detection of novel influenza A(H7N9) virus in conjunction with the FDA cleared

CDC Human Influenza Virus Real-Time RT-PCR Diagnostic Panel in real-time RT-PCR (RT-

PCR) assays in patients with signs and symptoms of respiratory infection, pursuant fo section

564 of the Federal Food, Drug, and Cosmetic Act {the Acty (?I USL 8 36()13&%3»3)3 by puhhu
‘heaith and nther quahﬁed 1ahcramrms

U Apnl 19, 2013, pursuant to section 364{}3}{1}{(:} of the Act {QE 1. S C. § 3{30}323}3-3{&}{1}((?}), :
the Secretary of the Department of Health and Human Services (HHS) determined that there is a
significant potential for a public health emergency that has a significant potential to affect

- national security or the health and security of United States citizens living abroad, and that
‘nvolves a biological, chemical, radmiagmal or nuclear agent or agents, or & disease or condition
that may be altzibutable to such an agent or agents = in this case, novel influenza AHTNG) virus.!
Pursuant to section 564(b)(1) of the Act (21 US.C. § 36&&%}!}-3{‘0‘}(1}) and on the basis of such
determination; the Secretary of HHS then declared that circumstances exist justifying the
authorization of the emergency use of in vitro diagnostics for the detection of A(L i?NQ} influenza
\rxmsﬁ qubjm{ to the termis of any auﬂmrmaiztm msued under 21U, S C. 8§ ’460%1)4(&)

Havm,g mmﬁuds{i that the criteria fm' issuance {)i this authorization under section Si&x&{c} ‘of the
Act (21 U.S.C. § 360bbb-3(c)) are met, I am authorizing the emergency use of the CDC Human
Influenza Virus Real-Time RT-PCR Diagnostic Panel-Influenza A/H7 (Eurasian Lincage) Assay

{as described in the scape section of this letter (Section 1)) for the pre*aum;:tw& detectionof
_A(H7NY) influenza virus in patients with signs and symptoms of msplmmw mfwsmm e;ub;m 10
the terms of this authorization. ;

I Criteria for Issuance of Amthuﬂﬂmﬁen

 Ag amended by the Fandvsmze aid AH-H&zards Pmpm*edmss Reauthorization Act, Pib. & No. 113-5 under section
5&@@}(2}(&} of the Act{he Secretary may mak& # detemmatmn ofa public health emergency, orofa significant

?mgmxat for a public health smergency.
< Memorandur, Determination of a Significant Fateﬁt;ai fm* & Pubfi i Health Emefgency and Declarstion thay

Cltcmuistances Exist Tustifying an Authorization i"umzant to Section 564 of the Federal Food, Drug, and Cosmstic
Act TApr19, 20133, .
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Page 2~ Dr. Frieden, Centers for Disease Control and Prevention

Ihave concluded that the emergency use of the CDC Human Influenza Virus Real-Time RT-

PCR Diagnostic Panel-Influenza A/H7 {F‘mmm Lineage) Assay for the presumptive defection
of AUHTNG) influenza virus in patients with signs and symptoms of respiratory infection meets
the criteria for issuance of an authorization under section 564(c) of the Act, because [ have
concliided that: ~

1. The A(HTNG) } influenza virus can cause influenza, a serious or life tmmmmng discase or
E mm’{mcm 10 humams infected by this virus;

Bised on thf: totality of scientific evidence available to FDA, it is reasonable to believe.

that the CDC Human Influenza Virus Real-Time RT-PCR Diagnostic Panel-Influenza
A/H7 (Eurasian Lineage) Assay may be effective in diagnosing A(H7N9) influenza virus,

and that the known and potential benefits of the CDC Human Influenza Virus Real-Time

RT-PCR Diagnostic Panel-Influenza A/H7 (Burasian Lineage) Assay, when tised for

diagnosing A(HTN9) influenza virus infection, outweigh the known and pr;zw;ma risks of
such produet; and

3. There is no adeguate, approved, Bﬁd available @ltemanve 10 the emergency use of the
CHC Human Iifluenza Vieas Real-Time RT-PCR Diagnostic ?anei-»}’nﬁwnm AT
{i:umsmn Lineage) Assay for diagnosing gxmmg} influenia virus,”

1. Scope &fﬁmhar;mtmn

T have concluded, pmaumﬁ to section S64(d)(1) of the Au, that the seope ot thz& authorization is
limited to the use of the authorized CDC Human Influenza Virus Real-Time RT-PCR Diagnostic
Panel-Infloenza AHT (Ewasian Lmﬁﬁge} Assay for the presumptive detection of A{H?NQ}
influenza virus in patients with szgna and f;*;mpmm% of respiratory mfnmmn

The Authorized CDC Human Influenza mes Real-Time RT*!;’( R f}mgnﬁstm Panel-

~Inﬁueﬁm A/HT (Eurasian Lineage) Assay:

The CDC Husan Influenza Virug: Real-Time RT-PCR Diagnostic Pasiel-Influenza A/HT
{Eurasian Lingage) Assay 183 teal-time reverse transcriptase PCR (fRT-PCR) for the i vitro
c;uamatwe detection and differentiation of A{H’Nf}) influenza viral RNA in upper respiratory
tract spemmﬁm suchas nasopharmgmi swabs (NPSY, nasal swabs (NS), throat swabs (T8),
nasal aspirates (NA), nasal washes (NW), and dual nampharynaeaiﬁhm&t swiabs (NPS/TS )y and
lower respiratory tract specimens {including bronchoalveolar lavage (BAL), bronchial wash
QBW} tracheal aspirate (TA), sputum, and lung tissue from patients with signs and symptoms of
respiratory infection. The lesting procedure consists ‘of nucleic actd extraction followed by tRT~
PCR on the FDA cleared Applied Biosystems 7500 Fast Ii)»: Real-Time PCR Instrument,

The CDC Human Influenza Virus R&a}-szf: RT-FCR Dmgmsug Panei Influenza A/HT
(Eurasian Lincage) Assay includes the following primer and probe sets:
« INF A: Primers and probe target the gene encoding the Matrix prowein to deteet all
mﬁmnza A strains, but do not detect influenza B stiains
« EuH7: Primers and probe target the gene encoding ﬁ:u., HA protein to ﬁf:l&{.t influenzs
AVHT (Burasian L;m«:agn} virgs strains

T dther (;ﬁ%eria ol issuanee have %men‘ gresm‘?ﬁ&:é by regulation under section 56404 ol the Act
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Page 3 Dr. Frmde& Centers for Disease Q{mtmi anii Prevention

~ j- ﬂﬂtmctmm}’mcess Control: RP: Przmc:rs and probe detect the human RNass P gene
sequence and are used with human clinical specimens to indicate that adequate isolation -
Lot nm.leu. acid resulted from the extraction of the clinical SPCCITIET

The C?)(Z Human Inﬁuenxa \fsms Real-Time RT-PCR Diagnostic ?aml»—!nﬂmm M?
(BEurasian Lzmagﬂ} Assay also includes the following mmmi matenals
s No Template Control (NTC)
»  Human Specimen Control (HSC)
Influenza Af?ﬁ’? {Em‘asmu Lmeage) Positive (fexxtm} {Euﬂ?f’{:)

‘Eh&~ab0ve demnbs& cDe Human Influenza Virus Re:::is'fmze RT‘PC?R\ Dzagm&:ti;:?&n@l—
Influenza A/H7 (Eurasian Lineage) Assay, when labeled consistently with the labeling -
‘authorized by FDA, entitled “CDC Human Influenza Virus Real-Time RT-PCR Diagrmsm
Panel-Influenza A/H7 (Burasian Lineage) Assay Instructions for Use” (available at
hitp:/iwww.fda.g ov/MedicalDevices/ Safety/EmergencySituations/ucm 16 149 him). which may
be revised with written permission of FDA, is authorized to be distributed to and used by public .
health and other qﬁakﬁed laboratories under this EUA, despite the fact that ﬁ: doés not meet
certain mquaremm{s mh«e:rwms: rzaqmred by féderai law,

The above described CDC Human Influenza me Rﬁaiﬂ‘xma RI-PCR I)mgxmsfm PaneL
Influenza A/H7 {anvﬂ;mn Lineage) Assay is authorized to be accompanied by the following
information pertaining to the emergency use, w*m:ﬁ is authorized to he maﬂe available fo

healtheare providers and patients;

« Fact Sheet for Healthcare vaxdem* interpreﬁng C}){: Human !nﬂuenm Virus
Real-Time RT-PCR Diagnostic Panel—«lﬁﬂuenm A}'H’? (Eurastan Lineage} Ass ay
Tgsi Results

« Fact Sheet for Patients: Endersf;igdihgﬁes;ﬁts from CDC Human Influenza Virus
Real-Time RT-PCR Diagnostic Panel-Influenza A/H7 (Eurasian Lineage) Assay

~Ag deseribed in section IV below; CDC is also authorized 1o make available additional -
information relating to the emergency use of the authorized CDC Human Influenza Virus Real-
Time RT-PCR Diagnostic Panel- Influenza A/HT (Burasian Lmﬂnge) Assay that is consistent
wi m, and does not exceed, the terms of this letter of auﬂmn?atmn

I have cm}clude& pursuant o section 354{{1}{2} of the Act, that it is reasonableto b&lwve that the
known and potential benefits of the authorized CDC Human Influenza Virus Real-Time RT-PCR
Diagnostic Panel-Influenza A/H7 (Eurasian Lineage) Assay in the specified pﬂpuimmn, when
used for presumptive detection of A{E?N‘}} mﬁ\wnza virus, m.tiwexgh the known and potential
risks of such & product.

1 have concluded, pur:snam o seatiqn 564(d)(3) of the Act, based on the totality of scientific
evidence available to FDA, that it is reasonable to believe that the authorized CDC Human
Influenza Virus Raai« Time RT-PCR Diagnostic Panel-Influenza A/H7 Cﬁmaman Lineage) Aasay
may be effective in the diagnosis of A(H7NY) influenza virus infection pursuant to section :
564(c)(2)(A) of the Act. The FDA has reviewed the scientific information available including
the information supporting the conclusions described in Section [ above. and coneludes that the
authorized CDC Human Influgnza Vsma Real-Time R‘} “PCR Diagnostic Panel-Influenza NH’?
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Page 4 —Dr. Frieden, Centers for Disease Control and ‘Pravenﬁm

(Eurasian Lineage) Assay, when used to dlaﬁﬂﬂﬂ& AHING) influenza virus mfrsctaon inthe:
specified population, meets the criteria set forth in section 564(c) of the Act eoncerming safety
and potential effectiveness.

The emergency use of ﬂh‘: authorized CDC Human Influenza Virus RealTime RISPCR -
Diagnostic PanelInfluenza A/H7 (Eurasian Linsage) Assay underthis EUA must be consistent
with, and may not éxceed, the terms of this letier, Including the scope and the conditions of
authorization set forth below. Subject to the terms of this EUA and under the circumstances set
forth in the Secretary of HHS's determination under section 564(b)(1)(C) described above and
the Secretary of HHS's mrm%pmdmg declaration under section 564(b)(1), the CDC Human
Influenza Virus Real-Time RT-PCR Diagnostic Panel-Influenza A/H7 (Eurasian Lineage) Assay
deseribed above is nuthorized to diapnose ACHTNGY influsnza virus infection in:patients with
signg md sY mpmms of mbpxmtor’v miec:tmn :

This EUA will cease 1o be: effective when the declaration of smergency is terminated under
section 564(b)(2) of the Act or when the EUA is revoked uinder section 364z} of the Act.

1L Waiver of C‘ermin Réthirements

L am waiving the following requirements for the CDC Human Influenza Virus Real-Time RT-
PCR Diagnostic Panel-Influenza A7 (Eurasian Lincage) Assay &mmg r the duration of this
erErEency use authorization:

» . Current gm)ci manufacturing practice requirements, including the quality system
requirements under 21 CFR Part 820 with respect to the design, mmafmtmm packaging,
labeling, storage, and distribution of the CDC Human Influenza Virus Real-Time ﬁ T-
PCR If)mgnmm: i"’ﬂﬁﬁl«lﬂﬂu@nm AMHT (Burasian Lineage) A\tsm'

w Labaimg raqmremum:a for cleared, approvi ied, or investigational devices, ma}udmg
labeling requirements under 21 CFR 809.10 and 809.30, except for the intended use
statemerit (21 CFR 809.10(a)(2), (b)(2)), adequate directions for use (21 U.S.C. 352(0),
(21 CFR 809100035 and (8)), any appropriate limitations o the nseof the device
inchuding information required under 21 CFR 809, 10(a3(4), and any available information
regarding pcrtmnmm& of the dcvmﬁ meluding requirements under 21 CFR
80910012}

1V, Cﬁnﬂmm ﬂf Authmrmtmu

?m‘mam to section 564 of the Act, Lam establishing the following conditions on t}ua
aummzam@n

CDC
A CDCwill distribtite the authorized CDC Human Influenza Viros Real- sza RT-PCR
}Diagnmtw Panel-Influenza A/H7 (Eurasian Lineage) Assay with the authorized labeling,
ag may be revised with written pemnm\:m of FDA, only to public health and ather
qualified laboratories,
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Page 5 =D, Frmdm Centers fﬁi‘ Disease Control and Pre\sﬁ:mmn

B. CDC‘ will provide to {he public health and Qﬁlei qualified {abﬁaramms the authorized
CDC Human Influenza Virus Real-Time RT-PCR Diagrostic Panel-Influenza A/H7
(Furasian Lincage) Assay Fact Sheet for Healtheare Providers and the authorized CDC
Human Influenza Virus Real-Time RT-PCR Diagrostic Pancl-Influenza A}H’? {}mraszan
Lineage) Assay Faet Sheet for Patienits, :

CLEDE wil 1 make ava&ia%ﬁa on 1ts website the m&th&mmd cpe Humsm Influenza V;m&
Real-Time RT-PCR Diagnostic Panel-Influenza A/H7 (Eurasian Lineage) Assay Fact
Sheet for Healtheare Providers and the suthorized CDC Hm}zﬁ} mfluenya Virus Reals
Time RT-PCR magmam Pane? Influenza AHT {Euraszan meagc} Assay ? act Sheet for

szwts

D0 CDE will inform state and/or k}m& pubhc health authority(ies) Qf ti}sz« E I I xmin{ix% the
termis and conditions | m‘mn ‘

E. CDC will ersure that pﬁbim health and otherqualified laboratories using the authorized
CDC Human Influenza Virus Real-Time RT-PCR Diagnostic Panel-Influenza AZH7
{(Eurasian Lineage) Assay have a process in place for reparting test results to healthcare
providers-and Tederal, state, andfor loeal public health authorities, as appropriate,

. CDC will track adverse events and report to FDA as required under 21 CFR Part 803.
. Through a process of inventory control, CDC will maintain records of device usage.

H. CDC will collect information on the performance of the assay, and report to FDA Ay
suspected occurrence of false positive or falge negative results: suf mmd} (‘f){‘ becomes

aware,

1L CDCis anthorized to make available additional information relau:},g tothe umnrgmey use
of the authorized CHC Homan Tnfluenza Viris Real-Time RT-PCR Disgnostic Pangl-
Influenza AMHT (Eurasian Lineage) Assay that is consistent with, and does not exceed,
the terms of this letter of authorization: ‘ ‘

I, Only CDC may request changes to the authorized CDC Human nfluenza mes Real-
Time R T-PCR Disgrostic Pancl-Influenza A/HT (Eurasian Lineage) Assay Fact Shest for
Healtheare Providers or the authorized CDC Human Influenza Virus Real-Time RT-PCR
Dingriostic Panel-Influenza A/H7 {Burasian Lineage) Assay Fact Sheet for Patients. Such
requests will be made by contacting FDA concerning FDA review and approval.

Public Health and Other Qualified La!:mratﬁﬁm

K. Public hméith and other qﬁzaimed iéﬁémmmb will include mth reports of the results of
the CDC Human Influenza Viras Real-Time RT-PCR Diagnostic Panel-Influenza A/H7
{ &maamn Lineage) Assay the authorized Faet ‘5%1@&1 for Healthoare Pm\szdem and the

authmmﬂ Fact Sheet for ?atiems -
L. Public health and other qualified laboratories will perform the assay on an Applied
Biosystems 7500 Fast Dx Real-Time PCR Instrument with the appropriate software.

M. Public health and other qku;xhﬁeei laboratories will have a process in place for reporting
test results to healtheare providers and federal, state, mdfer local public health

authorities; as appmpmw
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N Public health and other qualified laboratories will collect information on the gsrf&rmanc@
~of the assay, and report to CDC any suspected occurrence of false positive or false
negative results of which public health and other qualified laboratories become aware.

ép(:, Public }i‘galﬁx and Other Qualified Laboratories

0. CDC, public health and other qualified laboratories will ensure that any records
associated with this EUA are maintained until notified by FDA. fmcb records will be
‘made available to FDA. for tmgwtmn upon request.

The emergency use ii)f the &ith\tm&d CDC Human Influenza Virus Renk»’ﬁme RT- ~PCR

Diagnostic Panel-Influenza A/H7 (Eurasian Lineage) Assay as described in this letter of
authorization must comply wzih thcs conditions. &'nwe and all other terms of this authm {zation.

V Duration ef Auihurszatmn

Tim« EUA will be a’fmnve until the dwiar:man af'« emerg@m yis temmam& under section
564(b)(2) of the Act or the BUA is revoked under section ‘?64(@3 of the Act,

| x»-i 7 ‘/ﬁﬁ%&

gafet A. Hamburg, M.D. /.
- Commissioner of Food and Drugs

Dated: June 19, 2013.
Leslie Kux,
Assistant Commissioner for Policy.
[FR Doc. 2013-15096 Filed 6—24—13; 8:45 am|
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