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The following is a summary of the
estimated annual burden hours for
recalling firms (manufacturers,
processors, and distributors) to comply

with the reporting requirements of
FDA'’s recall regulations, recognizing
that there may be a vast difference in the
information collection and reporting

time involved in different recalls of

FDA'’s regulated products.

FDA estimates the burden of this
collection of information as follows:

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN !

Number of Average
21 CFR section Number of responses per Total annual burden per Total hours
respondents respondent responses response
Firm initiated recall (§7.46) and recall communications

(§789) oo 2,853 1 2,853 25 71,325
Recall status reports (§7.53) ............ 2,853 13 37,089 10 370,890
Termination of a recall (§ 7.55(b)) 2,853 1 2,853 10 28,530
1 ] €= O U SR BRSO ESRSPTRSR 470,745

1There are no capital costs or operating and maintenance costs associated with this collection of information.

I. Total Annual Reporting

A. Firm Initiated Recall and Recall
Communications

We request firms that voluntarily
remove or correct foods and drugs
(human or animal), cosmetics, medical
devices, biologics, and tobacco to
immediately notify the appropriate FDA
District Office of such actions. The firm
is to provide complete details of the
recall reason, risk evaluation, quantity
produced, distribution information,
firms’ recall strategy, and a contact
official as well as requires firms to
notify their direct accounts of the recall
and to provide recipients with a ready
means of reporting to the recalling firm.
Under these portions of the collection of
information, the Agency estimates it
will receive 2,853 responses annually
based on the average number of recalls
over the last 3 fiscal years. The number
of responses multiplied by the number
of respondents equals 2,853. The
average burden hours, 25, multiplied by

total number of annual responses equal
71,325.

B. Recall Status Reports

We request that recalling firms
provide periodic status reports so FDA
can ascertain the progress of the recall.
This request only applies to firms with
active recalls, and periodic status
reports are estimated to be reported
every 2 to 4 weeks. This collection of
information will generate approximately
2,853 responses annually, based on the
average number of recalls over the last
3 fiscal years, 8,560. The number of
respondents multiplied by the number
of responses per respondents (13) equals
a total number of annual responses of
37,089. The total number of responses,
37,089, multiplied by an average burden
hours of 10 per response equals a total
of 370,890 total hours.

C. Termination of a Recall

We provide the firms an opportunity
to request in writing that FDA end the

recall. The Agency estimates it will
receive 2,853 responses annually based
on the average number of terminations
over the past 3 fiscal years. The total
annual responses of 2,853 multiplied by
the average burden hours of 10 per
response equals a total number of hours
of 28,530.

II. Total Annual Third-Party Disclosure
Burden

Recall Communications. We request
that firms notify their consignees of the
recall and to provide recipients with a
ready means of reporting to the recalling
firm. Under this portion of the
collection of information, the Agency
estimates firms will provide 4,433,562
notifications annually based on the
number of respondents/consignees
(2,853) multiplied by the number of
disclosures per respondent (1,554). The
total number of hours is 248,279 (based
on 4,433,562 multiplied by 0.056
hours).

TABLE 2—ESTIMATED ANNUAL THIRD-PARTY DISCLOSURE BURDEN 1

Number of Average
. Number of disclosures Total annual
21 CFR section respondents per disclosures %‘gg%’;ﬁg Total hours
respondent
Recall communications (§7.49) .......cccceviriieniiiiienieeees 2,853 1,554 4,433,562 0.056 248,279

1There are no capital costs or operating and maintenance costs associated with this information collections.

FDA regulates many different types of
products including, but not limited to,
medical products, food and feed,
cosmetics, and tobacco products. FDA
notes that not all third-party disclosures
provided by firms to their consignees
are similar in nature and may entail
different methods and mediums of
communication. FDA estimates the
burden for third-party disclosure per
recall event to be an average of 25 hours.
This burden estimate factored out to the
average number of consignees per recall

(1,554) results in a burden per

disclosure estimate of approximate

hours (25 hours per recall/1,554

disclosures/recall = 0.056 hours).
Dated: November 9, 2017.

Anna K. Abram,

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

[FR Doc. 2017-24923 Filed 11-16-17; 8:45 am]
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ACTION: Notice.

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

DATES: The Authorization for Siemens
Healthcare Diagnostics, Inc. is effective
as of September 18, 2017; the
Authorization for Chembio Diagnostic
Systems, Inc. is effective as of
September 27, 2017.

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

FOR FURTHER INFORMATION CONTACT:
Carmen Maher, Office of
Counterterrorism and Emerging Threats,
Food and Drug Administration, 10903
New Hampshire Ave., Bldg. 1, Rm.
4347, Silver Spring, MD 20993-0002,
301-796—-8510 (this is not a toll free
number).

SUPPLEMENTARY INFORMATION:

I. Background

Section 564 of the FD&C Act (21
U.S.C. 360bbb-3) as amended by the
Project BioShield Act of 2004 (Pub L.
108-276) and the Pandemic and All-
Hazards Preparedness Reauthorization
Act of 2013 (Pub L. 113-5) allows FDA
to strengthen the public health
protections against biological, chemical,
nuclear, and radiological agents. Among
other things, section 564 of the FD&C
Act allows FDA to authorize the use of
an unapproved medical product or an
unapproved use of an approved medical
product in certain situations. With this
EUA authority, FDA can help ensure
that medical countermeasures may be
used in emergencies to diagnose, treat,
or prevent serious or life-threatening
diseases or conditions caused by
biological, chemical, nuclear, or
radiological agents when there are no
adequate, approved, and available
alternatives.

Section 564(b)(1) of the FD&C Act
provides that, before an EUA may be
issued, the Secretary of HHS must
declare that circumstances exist
justifying the authorization based on
one of the following grounds: (1) A
determination by the Secretary of
Homeland Security that there is a
domestic emergency, or a significant
potential for a domestic emergency,
involving a heightened risk of attack
with a biological, chemical, radiological,
or nuclear agent or agents; (2) a
determination by the Secretary of
Defense that there is a military
emergency, or a significant potential for
a military emergency, involving a
heightened risk to U.S. military forces of
attack with a biological, chemical,
radiological, or nuclear agent or agents;
(3) a determination by the Secretary of
HHS that there is a public health
emergency, or a significant potential for
a public health emergency, that affects,
or has a significant potential to affect,
national security or the health and
security of U.S. citizens living abroad,
and that involves a biological, chemical,
radiological, or nuclear agent or agents,
or a disease or condition that may be
attributable to such agent or agents; or
(4) the identification of a material threat
by the Secretary of Homeland Security
under section 319F-2 of the Public
Health Service (PHS) Act (42 U.S.C.
247d-6b) sufficient to affect national
security or the health and security of
U.S. citizens living abroad.

Once the Secretary of HHS has
declared that circumstances exist
justifying an authorization under
section 564 of the FD&C Act, FDA may
authorize the emergency use of a drug,
device, or biological product if the

Agency concludes that the statutory
criteria are satisfied. Under section
564(h)(1) of the FD&C Act, FDA is
required to publish in the Federal
Register a notice of each authorization,
and each termination or revocation of an
authorization, and an explanation of the
reasons for the action. Section 564 of the
FD&C Act permits FDA to authorize the
introduction into interstate commerce of
a drug, device, or biological product
intended for use when the Secretary of
HHS has declared that circumstances
exist justifying the authorization of
emergency use. Products appropriate for
emergency use may include products
and uses that are not approved, cleared,
or licensed under sections 505, 510(k),
or 515 of the FD&C Act (21 U.S.C. 355,
360(k), and 360e) or section 351 of the
PHS Act (42 U.S.C. 262). FDA may issue
an EUA only if, after consultation with
the HHS Assistant Secretary for
Preparedness and Response, the
Director of the National Institutes of
Health, and the Director of the Centers
for Disease Control and Prevention (to
the extent feasible and appropriate
given the applicable circumstances),
FDA* concludes: (1) That an agent
referred to in a declaration of emergency
or threat can cause a serious or life-
threatening disease or condition; (2)
that, based on the totality of scientific
evidence available to FDA, including
data from adequate and well-controlled
clinical trials, if available, it is
reasonable to believe that: (A) the
product may be effective in diagnosing,
treating, or preventing (i) such disease
or condition; or (ii) a serious or life-
threatening disease or condition caused
by a product authorized under section
564, approved or cleared under the
FD&C Act, or licensed under section 351
of the PHS Act, for diagnosing, treating,
or preventing such a disease or
condition caused by such an agent; and
(B) the known and potential benefits of
the product, when used to diagnose,
prevent, or treat such disease or
condition, outweigh the known and
potential risks of the product, taking
into consideration the material threat
posed by the agent or agents identified
in a declaration under section
564(b)(1)(D) of the FD&C Act, if
applicable; (3) that there is no adequate,
approved, and available alternative to
the product for diagnosing, preventing,
or treating such disease or condition;
and (4) that such other criteria as may
be prescribed by regulation are satisfied.
No other criteria for issuance have
been prescribed by regulation under

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.
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section 564(c)(4) of the FD&C Act.
Because the statute is self-executing,
regulations or guidance are not required
for FDA to implement the EUA
authority.

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

On February 26, 2016, the Secretary of
HHS determined that there is a
significant potential for a public health
emergency that has a significant
potential to affect national security or
the health and security of U.S. citizens
living abroad and that involves Zika
virus. On February 26, 2016, under
section 564(b)(1) of the FD&C Act, and
on the basis of such determination, the
Secretary of HHS declared that
circumstances exist justifying the
authorization of emergency use of in
vitro diagnostic tests for detection of

Zika virus and/or diagnosis of Zika
virus infection, subject to the terms of
any authorization issued under section
564 of the FD&C Act. Notice of the
determination and declaration of the
Secretary was published in the Federal
Register on March 2, 2016 (81 FR
10878). On September 8, 2017, Siemens
Healthcare Diagnostics, Inc. requested,
and on September 18, 2017, FDA issued,
an EUA for the ADVIA Centaur Zika
test, subject to the terms of the
Authorization. On September 14, 2017,
Chembio Diagnostic Systems, Inc.
requested, and on September 27, 2017,
FDA issued an EUA for the DPP Zika
IgM Assay System, subject to the terms
of the Authorization.

I1I. Electronic Access

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

Authorizations are available on the
internet at https://www.regulations.gov/

IV. The Authorizations

Having concluded that the criteria for
issuance of the Authorizations under
section 564(c) of the FD&C Act are met,
FDA has authorized the emergency use
of two in vitro diagnostic devices for
detection of Zika virus subject to the
terms of the Authorizations. The
Authorizations in their entirety (not
including the authorized versions of the
fact sheets and other written materials)
follow and provide an explanation of
the reasons for issuance, as required by
section 564(h)(1) of the FD&C Act:
BILLING CODE 4164-01-P
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VTR TRATION

September 18, 2017

Matthew Gee, M.5e.

Semior Manager, Regulatory Affairs
Siemens Healtheare Diagnostics Inc.
311 Benedict Avenue

Tarrytown, NY 10591-3097

Deear Mr. Gee:

This letter s in response to vour request that the Food and Drug Administration (FDA) issue an
Brergency Use Authorization {TEUAY tor emerpenty use of Siemens Healthoare Diagnostics
Incorporated’s (“Siemens Healtheare Diagnostics™) ADVIA Centaur Zika test for the
presumptive qualitative detectionof Zika virus IpMantibodies in human sertim and plasma
{potassium EDTA or Bthium heparin, each collected alongside a patient-matched serum
specimen) specimens collected from individuals meeting the Centers for Disease Control and
Prevention (CDC) Zika vivas clinical oriteria {e.g.. clinical signs and symptoms associited with
Zika virus infection) andfor CDC Zika virus epidemiological criteria (¢.g.. history of residence
inor travel to 4 geographic region with active Zika transmission at the time of travel, or other
epidemiological criteria for which Zika virus testing may be indicatedy, by laboratories inthe
United States {U.8.) that wee certified under the Clinical Laboratory Improvement Amendments
of 1988 (CLIAYL 42 U.S.C. § 2634, to perform high ormoderale complexity tests,orby
similarly qualified non-U.S. laboratories.” pursuant to section 564 of the Federal Food, Drug,
and Cosmetic Aot (the Acth21 US.CU§ 360bbb-3). Spechimens from symptomatic patients or
vetursing travelers from endemic aréas shonld not be collected prior to 8 days after onset of
symptoms or visk of exposure, respectively. Where there are presumptive Zika positive results
from the ADVIA Centaur Zika test, confirmation of the presence of anti-Zika [gM antibodies.
requires additional testing, as described In the Scope of Authorization of this levter (Section 1)
and in the authorized Instruetions for Use document, and/or consideration alongside test results
for other patient-matched specimens using the latest CDU testing algorithims for the diagnosis
of Zika vires infection.”

On February 26, 2016, pursuant 1o section 364(03(1{C) of the Act (21 U8, §360bbb-

(LY 1KY, the Secretary of Health and Human Services (HHS) determined that thereis a
significant potential for a public health emergency that bas a significant potential twaffect
national security or the health and security of United States citizens living abroad and that

" For ease of reference, this lener will refer o “laboratories i the United States (1,8 that are certified under the
Chinical Laboratory Improvenent Amendmients of 1988 (CLIAY, 42 U501 § 2634, 10 perform high of moderate
complexity tests; or by similarty qualified non-UL5, Jaboratories™ as “authorized laboratories,™

¢ Available ; ; i ; i titd Clust updated onJuly 24, 20175
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Page 2 - Mr. Gee, Siemens Healthcare Diagnostics Ine,

fovolves Zika virws” Pursuant fo section 364(b) 1) of the Act (21 U.8.C. § 360bbb-3(bY(1)
and on the basis of such determination, the Secretary of HHS then c:i:::clzu* d that clrcumstances
exist ;mui}m& the authorization of the emergency use of in virra diagnostic tests for detection
of Zika virus and’/or diagnosis of Zika wms infection; subject to-the terms of any authorization

gsued under 21 UB.C. § ?60&3?}&»3{@1)

Having concluded that the criteria for ssuance of this authorization under section 564(c) bl the
Act (21 11.8.C. § 360bbb-3(c)y are met, L any authorizing the emergency use of the ADVIA
Cerntaur Zika test (as described fn the Scope of Authorization section of this lener (Section 1))
in individuals meeting CDC Zika virus clinical eriteria (e.g., clinical signs and symptoms
associated with Zika virus infection) and/or CDC Zika virus epidemivlogical eriteria {(e:g.,
history of residence in-or travel to-a geographic reglon with aetive Zika transmission at the time
of travel, or other epidemiological criteria for which Zika virus testing may be indicated) (as
deseribed in the Scope of Authorization section of this letter (Section ID) for the presumptive
quatitative detection of Zika virus infection by suthorized laboratories, subject to the terms of
this authorization.

§. Criteria for Issuance of Authorization

I have conchuded that the emf,rmm} ‘use of the ADVIA Centaur ZiKa test for the presumptive
i}l}&;lﬂﬂﬁt detection of Zika virus lgM antibodies in the speeilied population meets the criteria
for tssuance of an authorization under section 564(c) of the Act, because | have concluded
that

1. The Zika viros can cause Zika virus infection, a serious or lifé-threatening discase or
condition 1o humans infected with the virus:

b

Based o the totalily of scientific evidence available to FDA, it is reasonable to believe
tha{ the ADVIA Centaur Zika test may be effective in diagnosing recent Zika virus
m!auam and that the known and potential benefits of the ADVIA Centaur Z ik test for

anosing Zika virus infection outweigh the known and potential risks of such product,
n, for presumptive Zika positive results, additional testing {as described inthe
Instructions for Use document) is performied and/or west resulis for other paticnt-maiched
specimens (using the latest CDC testing algorithms for the diagnosis of Zika virus
infection) are considered; and

Lk

There is no adequate, approved, and available alternative o the emergency use of the
ADVIA Centaur Zika test for diagnosing Zika virus infection.”

¥ As amended by the Pandemic and All-Hazards Preparedness Reduthorization Act, Pub. L. Mo, 113<5, under section

SHEHBIIUCT of the Act: the Secretary may ake a determination ofa public health emergency, orof a significant
potential for s public health emergency.

YUK Determination and Declaration: Regording Emergency Useof In Vitro .’ngﬂmm sty for Detectionof
J:ﬁ,« Firtey wvedor Dicenosis of &ike Vires Infection. 81 Fed, Reg, {0878 (Mareh 2, 2016)

* No other criteria oF issunnce have been preseribed by regulation wider section 3604y ofthe Act.
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£=

H: Scope of Anthorization

[ have coneluded, pursuantio section 564(&}{ 1;}‘ of the Act, that the scope of this authorization is

timited to the use of the authorized ADVIA Centaur Zika test by authorized laboratories for the

presumptive qualitative detection of Zike virus TgM antibodies i individuals meeting CDC Zika
virug ¢linical oriteria (... clinical signs and symptoms associsted with Zika virus infection)
and/or CDC-Zika virug epidemiological eriteria (e.g., history of residence in of travel to a
geopraphic region with active Zika tansmission at the time of travel, or other epidemiological
critetia for which Zika virus testing mav be indicated) when, for presumptive Zika positive
results, additional lesting (as deseribed in the Instructions for Use-document) is performed®
and/or test results for other patient-matched specimens (using the latest CDC testing algorithms
for the diagnosis of Zika virus infectiony are considered.

The Authorized ADVIA Centaur Zika Tost
The ADVIA Centaur Zika test is an immunoassay for the in vitro presumptive qualitative

detection of Zika virus IgM antibodies in iman serum and potassium EDTA or Rithium heparin
plasmi (each collected alongside a patient-matched serum specimen) specimens and other

authorized specimen types from individuals meeting CDC Zika virus clinical eriteria{e.g.,

clinical signs and symptoms associated with Zika virus infection) and/or CDC Zika virus

“epidemiological criteria (¢.g.. history of residence in or travel 1o a geographic region with active

Zika ransmission at the time of travel, or tther epidemiological criteria for which Zika virus
testing may be indicated).

The ADVIA Centaur Zika test is comprised of the ADVIA Centaur Zika Aband ADVIA

Centaur Zika 1gM assays. Al ADVIA Centaur Zika Ab réactive samples must be tested with
the ADVIA Centaur Zika IgM assay.

The ADVIA Centaur Zika Ab assay is an antibody capture immunoassay using a 2-pass format.
In the first pass. coated microparticles (solid phase) are added to the cuvette, binding antibodies
from the patient sample. The captured antibodies are washed and resuspended.. Tn the second
pass, the anti-Zika antibodies captured on the Solid Phase are detected by the additionrof NS
antipen labeled with acridinium ester (Lite Reagent) for chemiluminescent detection:

The ADVIA Centaur Zika 1oM assay is an IpM capture immunoassay using a 2-pass foomat. In
the first pass, the microparticles, conted with anti-human Igh monoclonal antibody (Solid
Phase), are added 1o the cuvetie, binding 1gM from the patient sample. The captured IgM
antibodies are washed and resuspended. Inthe second pass. the anti-Zika IgM captured on the
Solid Phase is-detected by the addition of NS1 antigen labeled with acridinium ester (Lite
Reagent) for chemilumingscent detection.

¢ test includes use-of the ADVIA Centaur XP and/or ADVIA Centaur
rers, and other authorized instruments

The ADVIA Centaur Zi
XPT immunoassay anal

¥ Asdiseussed in the Tnstructions for Use document, the additional tsting for presumptive Zika IgM positive results
is 10 be performed using the latest CDC westing elgorithins Tor the diagnosis of Zika virus infeation.
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Page 4~ Mr. Gee, Siemens Healtheare Diagnostics Ing.

The ADVIA Centaur Zika test requires the following control materialy and assay calibrators:

ADVIA Centaur ZikaM low calibrator
ADVIA Certaur ZikaM high calibrator
ADVIA Centaur ZikaM Calibrator Assigned Value Card and barcode labels
ADVIA Centaur ZikaM Master Curve Card
ADVIA Centaur ZikaM Quality Control
o 2x 2-ml o negative control
o 2% 2 mlL positive control
o Loi-specific assigned value card and barcode labels
® - ADVIA Centaur ZikaAb Quality Control
& 2% 2ml negative control

% B B % @

o 2x2'ml positive control
o Lot-specifie assigned value card and barcode labels

Quality control requirements should be followed in conformunce with local, state, and federal
regulations or acereditation vequirements and the user laboratory’s standard quality control
procedures,

The ADVIA Centanr Zika test also requires the use of additional materialsand ancillary reagents

commonly used in clinical laboratories and that are described in the authorized ADVIA Centaur
“Zika test Instructions for Use:

The above described ADVIA Centaur Zika test, when labeled consistently with the labeling
amhar;zui b}* H)A entitled "Al)\"%s‘& ¢ entaur z lka test™ (availabl cat
‘ ~ o/ Medical Devt g : i dintel406him), is
auihamz@é o be distributed o and used b mihnnzuﬁ taboratories under this EUA, &espitn the
fact that it does not meet certain requirements otherwise required by federal law, This labeling
may be revised by Siemens Healthcare Diagnostics in consultation with, and with concurrence
of, the Division of Microbiology Devices (DMDyOffice of In Vitro Diagnostics and
Radiological Health (OIRYCenter for Devices and Radislogical Health (CORH).

The above deseribed ADVIA Centaur Zika testis authotized to bé-accoimpanied by the
following information pertaining to the emergency use, which is authorized to be made
available to healthcare providers and patients:

& Faet Sheet for Healtheare Providersy Tnterpreting ADVIA Centaur Zika Test Results
s Faet Sheet for Patients:  Understanding Results from the ADVIA Centanr Zika Test

Other Fact Sheets developed by Siemens Healtheare Diagnostics in consultation with, and
with concurrence of, the Office of Counterterrorism and Emerging Threats (OCETHOi¢e of
“the Chief Scientist (OCSVOMice of the Commissioner (OC) and DMD/OIR/CBRH may be
authorized to accompany the above described ADVIA Centaur Zika test and fo be made
available to healtheare providers and patients.
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As deseribed in Section 1V below, Siemens Healthcare Diagnostics is also awthorized to
make available additional information relating to the emergency use of the authorized
ADVIA Centaur Zika test that is consistent with, and does not exceed, the terms of this letter
of authorization,

1 have concluded, pursuant 1o section S64(d)2) of the Act, that it is reasonable o believe that
the known and potential benefits of the suthorized ADVIA Centaur Zika test in the specified
population; when used for presumptive qualitative detection of Zika virus IgM antibodies and
used consistently with the Scope of Authorization of this letter {Section 1T}, sutweigh the known
and potential tisks o such & product,

I have concluded, pursuant to section S6Hd)(3) of the Act; based on the totality of seientific
evidence available to FIDA, that it is reasonable to believe that the authorized ADVIA CUentaur
Zikatest may be effective I the diagnosis of recent Zika virus infection, when used
congistently with the Scope of Authorization of this letter (Section 1), pursuant to section
S6d{e2UA) of the Act

FDXA has reviewed the scientific information available to FDA, including the information
supporting the conclusions desertbed n Section Labove, and conclodes that the authorized
ADVIA Cenitaur Zika test, when used to diagnose Zika viros infection in the speeilied
population (as described in the Seape of Authorization of this letter {Section 113}, meets the
criteria set forth in section 364(cyof the Act concerning safety and potential ¢ffectiveness.

“The emergency use of the avtherized ADVIA Centaur Zika test under this EUA must be

consistent with, and may vot exceed, the terms of this letter, including the Scope of
Authorization (Section 11y and the Conditions of Authorization (Section IV, Subject 10 the
terms of this EUA and under the éircumstances set forth in the Secretary of HHS's determination
deseribed above and the Secretary of HHS's corresponding declaration under section 564(b¥ 1)
the ADVIA Ceniaur Zika test described above is authorized to diagnose Zika virus infection in
individuals meeting CDC Zika virus clinical criteria (e.g., clinical signs'and symptoms
assotiated with Zika virus infeetiony andfor CDC Zika virus epidemiological criteria (e.g,
history of residence in or travel 10 2 geographic region with active Zika transmission at the time
of travel, or other epidemiological criterta for which Zika virus testing may be indicated).

s EUA will cease to be effective when the HHS declaration that circumstances exist to
he EUA s terminated under section S64(h} 2y of the Act or when the EUA iy revoked
under section 564(g) of the Act.

I Waiver of Certain Requirements

T'am walving the following requirements for the ADVIA Centaur Zika test during the duration of
this EUA:
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Page 6 — Mr. Gee, Siemens Healtheare Diagnostics Inc.

s Curreni good manufacturing practice requirements, including the quality system
requirements under 21 CFR Part 820° with respeet {o the design, manufacture,
packaging, labeling, storage, and distribution of the ADVIA Centaur Zika test.

e Labeling requirements for cleared, approved, or investigational devices, including
fabeling requirements under 21 CFR 809,10 and 21 CFR 809.30, except for the
intended use statement (21 CFR 80910012} (b)2)); adequate divections for use
(21 U8 352(0), (21 CFR 809.10(0)(3), {7y and (8)): any appropriate Hmitations
on the use ofthe deviee ineluding information required under 21 CFR 809.10(a)4);
and any available information regarding performance of the device, including
requirements under 21 CFR BOS10M(12).

1V, Conditions of Authorization

Pursuant to section 564 of the Act, Lam establishing the following conditions on
thig-authorization:

Steniens Hendtheare Diagnostics and s Authorized ﬁimrihuwr(s}

A

B

D.

Siemens Healtheare Diagnostics and its authorized distributor(s) will distribute the
authorized ADVIA Centaur Zika testwith the authorized labéling only to-authorized
laboratories. Siemens Healthcare Diagnostics may request changes 1o the authorized
fabeling. Such requests will be made by Siemens Healtheare Diagnostics in
consultation with, and require concurrence of, DMIVOIR/CDRH.

Siemens Healthcare Diagnostics and its authorizéd distributor(s) will provide wo
authorized laboratories the authorized ADVIA Centaur Zika test Fact Sheet for
Healtheare Providers and the authorized ADVIA Centaur Zika test Fact Sheet for
Patients, and any additional ADVIA Centaur Zika fest Fact Sheets for Healtheare
Providers and Patients that OCET/OCSOC and DMDYOIR/CDRH may authorize.

. Siemens Healthcare Diagnostics and its authorized distributor(s) will make available

on their websites the authorized ADVIA Centaur Zika test Fact Sheet for Healthoare
Providers and the authorized ADVIA Centaur Zika test Fact Sheet for Patients, and any
additional ADVIA Ceniaur Zika test Fagt Sheets for Healtheare Providers and Patients
that QCET/OCSOC and DMIVOIR/CDRH may authorize.

Siemens Healthcare Diagnostics and 8 authorized distributor(s) will inform
authorized laboratories and relevant public health-authority(iesy of this EUA, including
the terms and conditions herein.
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H.

Siemens Healthcare Diagnostios and its anthorized distributor(s) will ensure that
authorized lnboratories using the authorized ADVIA Centaur Zika test have aprocess
10 place for reporting test n.mitb to healtheare providers and relevant public health
authorities, as appmprmm

Through a procsss of inventory control, Siemens Healthvare Diagnostics and s
authorized distributor{sy will mandain records of device usage.

Siemens Healtheare Diagnostics and its authorized distributor(s) will collect

informiation on the performance of the test. Siemens Healtheare Diagnostics will
report to FDA any suspected vecurrerice of false positive and Talse negative resulls and
significant deviations fromy the established pwm:nmnm characteristics of the test of
which Siemens Healthcare Diagnostics becomes aware:

Siemens Healthcare Diagnostics and its authorized distributor(s) are authorized to
make available additional information velating to the emergency use of the authorized
ADVIA Centaur Zika test that is consistent with, and does not exceed, the terms of this
etter of authorization:

Kiemens Healtheare Diagnostics

L.

Siemens Healthcare Diagnostics will notify FDA of any authorized distributor(s) of the
ADVIA Centaur Zika test, including the name, address. and phone number-of any
authorized distributor{s).

Siemens Healtheare Disgnostics will pravide its authorized distributor{s) with a copy
of this EUA, and commimicate to it authorized distributor(s) any subsequent.
amendiments that might be made to this BUA and its authovized accompanying
materials (e.g.; Fact Sheets, Instructions for Usel,

: %wmmx Ht;‘d theare Disgnostics may réquest changes to the authorized ADVIA

atest Fact Sheet for Healtheare Providers and the authorized ADVIA
(wt,maur Zika test Fact Sheet for Patlents, Slemens Healtheare Diagnostics may also
develop new ADVIA Centaur Zika test Facr Sheets for Healtheare Providers and

- Patients, if appropriate, and may request changes 1o such Fact Sheets. All such

requests listed in this condition of authorization will be made by Stemens Healtheare
Diagnostics in consultation with, and require coneurrence of, OCET/OCS/0C and
DMD/OIR/CDRH.

- Siemens Healthcare Disgnostics may request the addition of other instruments for use

with the authorized ADVIA Centaur Zika test. Such requests will be made by
Siemens Healtheare Diagnostics in consultation with, and require concurrence of,
DMDOIR/CDRH.

“For questions related to reporting Zika test vesults to relevant public health authorities, itis
Siemens Healtheare Diagnostics and authorized laboratories consult with the applicable country; state, or territory
health department(s). Actording ro CDC, ZiKa fs-a nationally notifiable condition {see bl

seommended that
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M, Sieriens Healthcare Diagnostics may request the addition of other ancillary reagents
for use with the authorized ADVIA Centaur Zika test. Such requests will be miade by
Siemens Healthcare Diagnostics in consultation with, and require concurrence of,
DMIVOIR/CDRH,

N, Sieiens Healtheurs Diagnostics may request the addition of other specimen types for
use with the authorized ADVIA Centaur Zika test. ‘Such requests will be made by
Siemens Healtheare Diagnostics in consultation with, and require Concurtenice of,

CDMDIQIR/CDREL

0. Siemens Healthcare Diagnostics may request the addition of other control materials
for use with the authorized ADVIA Centaur Zika test. Such requests will be made by
Siemens Healtheare Diagnostios in consultation with, and require concurrence of,
DMIDYOIR/CDRH.

P, Siemens Healthcare Diagnostics may requést-substitution for or changes to the
- authorized materials used in the detection process of the human anti-Zika 1gM in the
specinien. Such requests will be'made by Siemens Healtheare Diagnostics in
consultation with, and require concurrence of, DMD/OIR/CDREH.

Q. Siemens Healthcare Diagnostics will track adverse events and report 1o FDA under 21
CFR Part 803,

R. Siemens Healthcare Diagnostics will evaluate the performance of the ADVIA Centaur
Zika test with any FIXA-recommended or established panel(s) of characterized clincal
specinens, and will submit that performance data to FDA. After DMD/OIR/CDRHs
review of and concurrence with the data, Siemens Healtheare Diagnostics will update
its-fabeling, i consultation with, and with coneurrence of; DMD/OIR/CDRH, 1o
reflect the additional testing..

S. Siemens Healthcare Diagnostics will assess traceability® of the ADVIA Centaur Zika
test with any FDA-recommended reference material(s). - After submission to FDA and
DMDIOIRICDR M s review of and concurrence with the data, Siemens Healtheare
Diagnuostics will update itz Tabeling 1o reflect the additional esting.

T. Siemens Healthcare Diagnostics will track the performance of the ADVIA Centaur
Zika test and report to DMD/OIR/CDRH on & semi-annual basis.

¥ Traceability refers to wacing analytical sensitivity/reactivity baek i FDA-recommended reference material.
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Authorized Laboratories

L.

X

Y.

A&

BB

Authorized laboratorieg will include with yeports of the results of the ADVIA Centaur
Zikuatest the authorized Fact Sheet for Healthcare Providers and the authorized Fact
Sheet for Patients, and any additional ADVIA Centaur Zika test Fact Sheers for
Healtheare Providers and Patients that OCET/IOCS/OC and DMIYOIR/CDRH may
authorize, Underexigent ciroumstances, other appropriate methods for disseminating
these Fact Sheets may be used, which may include mass media.

. Authotized laboratories will perform the ADVIA Centaur Zika test on only human

serum-or plasma {potassiuns EDTA or lithium heparin, each collected alongside a
patient-matched serum spécimen) specimens or with other authorized specimen types.

If non-serim specimens are used with the ADVIA Centaur Zika test, authorized
laborstories Fesponsible for collecting the patient specimen must collect a patient-
matched serurn specimen, or it this {s not possible; an additional senwm specimen must
be collected soon after the original specimen,. This is o facilitate any additional testing
that may be required; using the latest CDC testing algorithmy for the diagnosis of Zika
virus infection, to confirm Zika virus infection

Authorized laboratories must read the results of the ADV IA Centaur Zika test on the:
ADVIA Centaur XP, ADVIA Centayr XPT, or on other authorized instruments..

Within the United States and its territories, authorized laboratories will report all
Presumptive Zika Positive results to Siemens Healtheare Diagnosties.

Authorized laboratories will report only the final interpretation of algorithim test results
(Presumptive Zika Positive, Negative for [gM antibodies to Zika virus, or Negative for
antibodies to Zika virus), as described in the Instructions for Use dotument, to
healtheare providers:

Authorized laboratories will have a provess in place to assure that, for Presuniptive Zika
Positive results, additional testing (as destribed in the Instructions for Use document) is

performed and/or test results for othier pattent-imatchied specimens, using the laest CDC

testing algorithms for the diagnosis of Zika viruy infection, are considered.

Authorized laboratories will have a process in place for reporting test resulls'to
N . 3 g g Py @ g
healthcare providers and relevant public health authorities, as approgriate.

 For questions related fo reporting Zika test results 1o relévant public health authorities; it is recommended that

Sieryens Healtheare Disgnostes and authorized laboratories consult with the applicable cour
Fealth departiient(s), According to CDC, Zika'is anationally nutifiable condition (see }
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0.

D

Am}umzed Eabmamrws mi uoikit mhmmtmn on tm ‘;}H"iﬂi‘m;iﬁté s:)f zhe ADVIA

of false negative aﬂd ;%ﬂse ;"»Gmm, rﬁ*stmg *md Srgmi ;c.:mt dmmtmm m}m t%}c ﬁstahimmd
performance characteristics of which they become aware.

All laboratory personnel using the assay must be appropriately trained in performing and
interpreting immunoassay techniques, use appropriate laboratory and personal protective
equipment when handling this kit, and use the test in dccordance with the authorized
labeling. All laboratory personnel using the assay mustalso be trained inand be familiar
with the interpretation of results of the: ADVIA Centaur Zika test.

Siemens Healtheare Dingnostics, Hs Autheorized Distributor(s), and Authorized

Laboratories
BE. Siemeny Healthcare Diggnostics, its authorized distributor(s), and authorized

laboratories will ensure that any records associated with this BUA are maintained until
totitied by FDA. Such records will be made available to FDA for inspection upon
request, )

Conditions Related to Advertising and Promotion”

FF.

All advertising and promotional descriptive printed matter relating to the use of the
authorized ADVIA Centaur Zika test shall be consistent with the authorized Fact Sheets
and authorized tabeling, as well as the tering set forth in this EUA and the applicable
reguirenients set forth in the Actand FDA regulations.

5. Alladvertising and promotional descriptive printed matter relating to the use of the

authorized ADVIA Centaur Zika test shall clearly and conspictously state that:
= This test has not been FDA cleared or approved;

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

= This test has been authorized only for the diagnosis of Zika virus infection
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 emergency use ofin
vitre diagnostic tests for detection of Zika virus and/or d;agﬂﬂsrs of Zika virus
infection under section 564(b)(1) of the Act, 21 U.S.C. 8 *6(}bhb~sib\{ 1L
unless the authorization is terminated or revoked SO{Sm.I
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No advertising or promotiondl deseriptive printed matter relating to the use of the authorized
ADVIA Centauir Zika testmay represent of suggest that this test is safe oreffective for the
diagnosisof Zika virus infection:

The emergeney use of the authorized ADVIA Centanr Zika test as described i this letter of
authorization st comply with the conditions and all other terms of this authorization,

V. Duration of Authorization

This BEUA will be effective until the declaration that circumstances exist justifying the
authorization of the emergency use of inwitre diagnostic tests for detection of Zika virus and/or
diagnosis of Zika virus infection is terminated under section S64(bJ(2) of the Act or the EUAis

revoked under section 564(g) of the Act.

Sincerely,

ot
Hachel Sherman, MDD, MPH.
Principal Deputy Commissioner

Fnclosures
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SUMINIBTRATION

September 27, 2017

Thomas D Ippolito

Vice President, Clinical and Regulatory Affairs
Chembio Diagnostic Systems, Inc.

3661 Horseblock Road

Mediord, NY 11763

Dear Mr. Ippolito:

This letter is 10 response to vour request that the Food and Drag Administration (FDA) issue an
Emergency Use Authorization (EUA) for emergency use of Chembio Diagnostic Systems,
Ine."s ("Chembio™) DPP Zika IgM Assay System for the presumptive qualitative detection of
Zika virts IgM antibodies in human serum (plain or separation gel) and fingeestick whole
blood, EDTA venous whole bload, er EDTA plasma (each collected alongside a patient-
matched serum specimien) specimens collected fromindividuals meeting the Centers for
Disease Control and Prevention (CDC) Zika virus clinical criteria {e.g.. a history of chmca!
signg and symptoms associated with Zika virus infection) andfor € DC Zika viras
epidemiological eriteria (e.p., history of residence invor travel to @ :é.wgrapizic region with active
Zika transmission at the time of wavel, orother epidemiologieal eriteria for which Zika virus
{esting may be indicated), by laboratories in the United States that are certified under the
Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 US.C. § "(ﬁa to perform
High or mederate complexity tests; or by similarly qualified non-U.8. laboratories,' pursuant to
section 564 of the Federal Food, Drug. and Cosmetic Act (the Acty (21 U.5.C. § 360bbb-3).
Specimens from symplomatic patients or retuming fravelers from endemic areas should not be
collected prior to 8 days after onset of symptoms or risk of exposire, respectively. Where there
are renctive results (e, prosumptive Zika 1gM positive); from the DPP Zika 1gM Assay
System, confirmation of the presence of anti-Zika IgM antibodies requires additional testing, as
deseribed in the Scopeof Authorization of this letter (Section 1) and in the suthorized
Instructons for Use document;, and/or consideration alongside test results for other patient-
matched specimens using the latest CDC testing algorithins for the diagnosis of Zika virus
infection.?

On Febroary 26,2016, pursiant 1o section S64(h) (10 of the Act (21 UL8.C. § 360bbb-
(b} IXTY, the Secretary of Health and Human Servides (HHS) determined that there is a
significant potential for 8 public health'emergency that has a significant potential to affect

UPor ease of reference, this letter will refer to “laboratories in the anited States that are vertified under the Clindcal
Laboratory Improvement »‘\nmuc{amms of TORS (CLIAL 42 LR 82630, 10 partm’m high or moderate vomplexity
tests or By simitarly qualified non-LLS. Tnboratories™ as “authoriy eﬁ {aboratories.”

* Available at (st updated onJuly 24, 20175
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national w{,um} or ilw health and security of United States citizens living abroad and that
involves Zika virds® Pursuant to section Sod(by( 1ol the Act (21 ULSC§ 360bbb-3(b)(1,
and on the basis of such determination, the: Secretary of HHS then fiechmi that circumstances

exist justifying the authorization of the emergency use of i vitro diagnostic tests for detection

of Zika virus andfor diagnosis of Zika virus infection; subject 1o the terms of any authorization
issued under 21 U0, § 360bBh-3(a)"

Having concluded that the eriteria Tor issuance of this authorization under section 564(c) of the
Act (21 U.S.C. § 360bbh-3(c)) are met, 1 am authorizing the emergency use of the DPP Zika
TeM Assay Systern {as described in the Scope of Authorization section of this letter {Section H)}
i individuals meeting CDC Zika virus clinical eriteria {e.g., 8 history of clinical signs and
symptoms associated with Zika vires infectiony and/or CDC Zika virus epidemiological criteria
{e.g., history of residence inor travel 1o & geographic region with active Zika transmission at the
time of travel, or other epidemivlogical criteria for which Zika virus testing may be indicated)
(a8 described in'the Scope of Authorization section of this Tetter (Section 1) for the presumptive
qualitative detection of Zika virus infection by authorized laboratories, subject to the terms of
this authorization:

I Criteria for lssuance of Authorization

I have concluded that the emergency use of the DPP Zika IgM Assay System for the
presumptive qualitative detection of Zika vieus IeM antibodies in the specified population
meets the eriteria for issuance of an authorization under section 564(c) of the Act, because 1
have concluded thats

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

2. Based on the totality of scientific evidence available to FDA. it is reasonable to believe
that the DPP Zika IgM Assay System may be effective in diagnosing recent Zika virus
infection, and that the known and potential benefits of the DPP Zika IeM Assay Syster
for diagnosing Zika viras infection outweigh the known and potential risks of such
product, when, for reactive results (Le. presumptive Zika IgM positive), additional
testing (as deseribed in the Instructions for Use document) is performed anid/or test results
for other patient-matched specimens (using the latest CDC testing algorithms for the
dingnosis of Zika virus infection) are considered: and

3; - There is no adequate; approved, and available alternative to the emergeney use of the
g . o oy - 5 = sy ¥ i 3 5
DPP Zika lgM Assay System for diagnosing Zika viros infection.”

* As amended by the Pandemic and All-Hazards Preparedness Reauthorization Act, Pub. L. No. 113-5, under section
F64b N C o the ALt the Secretary may make 3 determination of a public health emergenty. or of a significant
;mtt:miaf fors gmbim health emergency.

THHS. Deternination and Declaration Regarding Esergéncy Userof In Vitro Dicgwostic
Zika Virns ambor Diagnosis-of Zike Vivus Inféorion, 81 Fed. Reg. 10878 (March 2, 2016).
* Mo other eriterin of Issuance have been preseribed by regulation under section 364K of the-Act

¥

sty for Detection-of




Federal Register/Vol. 82, No. 221/Friday, November 17, 2017/ Notices

54377

Page 3 — Mr Ippolito, Chembio Diagnostic Systems, Ine.

1L Seopeof Authorization

[ have concluded, purstant to sceton 3644643 1) of the Act. that the scope of this authorization is
limited to the use of the authorized DPP Zika IgM Assay System by authorized laboratories for
the presumptive gualitative detection of Zika virus fgM antibodies in individuals meeting CDC
Zika virus clinical eriteria (2.2, % history of clinical signs and symptoms associated with Zika
viras infection) and/or CDC Zika virus epidenislogical eriteria (¢.g., history of residence in or
travel to a geographic region with active Zika transmission at the time of travel, or other
epidemiclogical eriteria for which Zika virus testing may be indicated) when, for reactive results
(i.e. prasumptive Zika IgM positive), additional testing (as described in the Instructions for Use
{inmmﬁm) is pcrmmwdf and/or test results Torother patient-matched specimens (using the latest
CDC testing algorithms for the diagnosis of Zika virus infection) are considered,

The Authorized DPP Zika IgM Assay System

The DPP Zika IgM Assay Systent is @ single-use immunochromatographic lateral flow dssay
for-the i vifro presutaptive qualitative detection of Zika virus IgM antibodies in human serum
(plain-or separation gel) and fingerstick whole blood, EDTA venous whole blood, or EDTA
plasma (each collected alongside a patient-matched serum specimen) specimens and other
authorized specimen types from individuals meeting CDC Zika virus clinical criteria (sig., a8
history of clinical signs and symptoms associated with Zika virus infection) and/or CDC Zika
virus epidemiological criteria (e.g., history of residence in or travel to 4 geographic region with
aetive Zika transmission at the fime of travel, or other epidemiological criteria for which Zika
virgs testing may be indicated).

The DPP Zika 1gM Assay System émploys a dual path platform technology and consists of a
sample path that distributes sample onto a reagent strip containing a TEST (1) area and a
CONTROL (Cyarea in the test-control window of the test device. The reagent strip is for the
detection of ZIKV EEM antibodies. The test procedure is based on capturing human IgM

fes from the patient specimen in the TEST (T) area that is functionalized with Zika N8I
@atignm followed by the addition of an antibody-binding colored conjugate. The patient
specimen is collected and then diluted with sample bulTer before bt:mg apphied to the
SAMPLE+BUFFER Well#1 of the DPP Zika Test Device. The specimen migrates along the
sample path membrane and iy delivered to the TEST

F{T) area of the reagent strip; where Zika
NS1 antigens we immobilized, Zika-specific antibodies, if présent in the sample, bind tothe
immobilived NS antigens in the TEST (1) area, while non-specific antibodies bind to the
Protein A in the CONTROL (C) area. Running buffer is then added into the BUFFER Well #2,
which hydrates the dried antibody-binding colored conjugate causing it to migrate to the TEST
area: ZIKV IgM antibodies bound to the TEST (1) area will capture the antibody-binding
colored conjugate and detection is performed using the Chembio DPP Micro Reader, or other
atithorized instruments, that uses assay-specific algorithms to verify the presénce of the control
Hue and measure color intensity in the TEST (T arca position; it intérprets the results using

presumptive Zika

* As discussed in the Instrictions for Use document, the additional testing for renctive results (e p
virus fnfection.

IgM positive) is to be performed using the latest CDC esting algorithms for the diagnosis of Zi
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assay-specific cut-off values, and reports a reactive, nonreactive, or invalid result along with a
numerical intensity value for the IgM test line.

Oneof the limitations of this test is the possibility of false positive results in patients with a
history of infection with other flaviviruses, For feactive results (Le., presumptive Zika IgM
positive), additional testing (as deseribed in the Instructions for Use document) and/or
consideration of test results for other patient-nidtched specimens, using the Jatest CDC testing
algorithms for the diagnosis of Zika viras infection, is therefore requived to confirm Ziks virus
infection.

The DPP Zika IgM Assay System includes use of the DPP Zika Test Device kit and the DPP
Micro Reader kit which are comprised of the following materials and instruments. or other
authorized materials and Instruments:

e The DPP Zika Test Device kit: individually pouchud DPP Zika Test Devices each with a

pipets; DPP Zika lgM Sample
Buffer- BLUE Cap, DPP Zika IgM Running Buffer - YELLOW Cap, product insert
{authorized Instructions for Use) and & quick reference guide:

»  The DPP Micro Reader kit: DPP Micro Reader, holder case, USB cable and user manual,

desiceant pouch, Microsafe tubes, xampicwais {ranafer
AE

The DPP Zika IgM Assay System requires the following control materials or other authorized
control materials: which are not provided with the test;

e -DPP Zika 1gM Assay Control Pack: DPP Zika Reactive Conirol, DPP Nonreactive
Controland product msert. ' The assay controls are used to verify and assess the assay
performance and verify the user’s ability to propetly perform the test and to interpret the
results.

Quality eontrol requirements should be followed in conformanie with Jocal, state, and federal
regulations or acereditation requirements and the user laboratory™s standard quality control
procedures;

The DPP Zika IgM Assay System also requires the use ol additional materials and ancillary
reagents commonly used i clinical laboratories and that are deseribed in the authorized DPP
Zika IgM Assay System Instructions for Use.

The above described DPP Zika lgM Assay System; when labeled consistently with the labeling
authorized by FDA entitled *DPP Zika Igh Assay System,” “DPP Micro Reader,” “DPP Zika
1gM Assay Control Pack.” and “DPP Zika IgM Assay System Quick Reference Instructions,”
{av ‘iab}e at

Tt wewows idasovMedical Devig i cysiia L 18
authorized to be distributed to-and used by authm:&d labﬂxamms under this U & dwpste the
fact that it does not meet certain requirements otherwise required by federal law. This labeling
may be revised by Chembio in consultation with, and with concurrence of, the Division of
Microbiology Devices (DMDVOice of In Vitro Diagnostics and Radiological Health
(OIRYCenter for Devices and Radiologival Health (CDRH),
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The above described DPP Zika IpM Assay System isauthorized to be accompanied by the
following information pertaining to the emergency use, which is authorized to be made
available to healthoure providers and patients:

# Fact Sheet for Healthcare Providers: Interpreting DPP Zika IgM Assay System Results
o Prct Sheet for Patients: Understanding Results from the DPP Zika IgM Assay System

Other Fact Sheets developed by Chembio in consultation with, and with concurrence of, the
Office of Counterterrorism and Emerging Threats (OCET YO ice of the Chief Scientist
{OCSYOTFice of the Commissioner (OC) and DMD/OIR/CDRH may be authorized o
accompany the above described DPP Zika leM Assay System and 1w be ma{k available to
healtheare providers and patients.

As described in Section IV below, Chembio is also authorized to make available additional
information relating w the emergeney use of the authorized DPP Zika IgM Assay Systern that
is consistent with, and does not mue,& the terms of this letterof amhummtmn.

E have concluded, pursuant o section 564(d)(2) of the Act, that it is reasonable to believe that
the known and potential benefits of the authorized DPP Zika 1gM Assay System in the specified
population, when used for presumptive qualitative detection of Zika virus IgM antibodies and
used consistently with the Scope of Authorization of this letter (Section 11}, cutweigh the known
and potential risks of such a product.

I have concluded, pursuant to section 564(d)(3) of the Act, based on the mta}ziy of scientifie:
evidence available (o FDA, that it is reasonable to believe that the authorized DPP Zika 1gM
Assay System may be effective in the diagnosis of recent Zika virus mfection; when used
consistently with the Scope of Authorization of this letter (Section 1), pursuant 1o section
S64(cH2MA) of the Act,

FIIA has reviewed the scientific information available to FDA, including the information
supporting the conclusions described in Seetion 1 above, and coricludes that the suthosized
DPP Zika IgM Assay System, when used to diagnose Zika virus infection in'the specified
papulation {as deseribed in the Scope of Authorization of this Tetter (Section 1D}, meets the
eriteria set forth in section. 564(c) of the At concernitg safety and potential effectivenéss.

The emergency use of the authorized DPP Zika IsM Assay System onder this EUA must be
consistent with, and may not exceed, the terms of this letter, including the Scope of
Authorization (Section 1) and the Conditions of Authorization (Section IV). Suhjcm to'the
terms of this EUA and under the circumstances set forth in the Secretary of HHS's determination
described-above and the Secretary of HHS's corresponding declaration under seetion S64(b)(1),
the DPP Zika IpM Assiy System described above is anthorized to diagnose Zika virus infection
in individuals meeting CDC Zika viros clinical criteria (¢.¢., & history of ¢linical signs and
symptoms associated with Zika virus infection) and/or CDUC Zika virus epidemiological critéria
{2, history of residence in or travel to a geographic region with active Zika transmission at the
time of avel, or other epidemiological criteria for which Zika virus testing may be indicated).
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This EUA will cease to be effective when the HHS declaration that circumstances exist to
Justify the EUA is terminated under section S64(b)2) of the Act or when the BEUA is revoked
under seetion S64(z) of the Act,

HE. Waiver of Certain Reguirements

L am waiving the following requivements forthe DPP Zika IgM Assay System duting the
duration of this BEUA:
e Current good manufactiring practice requirements, including the quality system

requirements under 21 CFR Part 820 with respect tr the désign, manufacture,
packaging: labeling, storage; and distribution of the DPP Zika [gh Assay Svsteny,

& Labeling requirements for cleared, approved. or investigational devices, including
labeling requirements under 21 CFR 809,10 and 21 CFR 309,30, except for the
intended use statement (21 CFR 809.10(a)(2), (D)2 adéquate directions for use
(21 UG 352000, (21 CFR 809.10(03(5), (70, and {8)); any appropriate limitations
on theuse of the device including information required under 21 CER §09.10()(4);
and any available information regarding performance of the devige, including
requirements under 21 CFR 809.10(bX 12X

IV, Conditions of Authorization

Parsuant to section 564 of the Act, 1 am establishing the following conditions on
this authorization:

Chembio and s Authorized Distributor(s)

A Chembio and its authorized distributor(s) will distribute the authorized DPP Zika lgM
Assay System with the authorized labeling only to authorized laboratories. Chembio
may request changes to the authorized labeling.” Such requests will be made by
Chembio in consultation with, and require concurrence of, DMIYOIR/CDREL

B. Chembiv and its authorized distributor(s) will provide to authorized laboratories the
authorized DPP Zika lgM Assay System Fact Sheet for Healtheare Providers and the
authorized DPP Zika IgM Agsay System Fact Sheet for Patients, and any additional
DPP Zika [gM Assay System Fact Sheets for Healthcare Providers and Patients that
OCET/OCS/OC and DMDYOIR/CDRH may authorize.

. Chembio and its authorized distributor(s) will make available on their websites the
authorized DPP Zika IgM Assay System Fact Sheet for Healthoare Providers and the
authorized DPP Zika lgM Assay System Fact Sheet for Patients, and any additional
DPP Zika [gM Assay System Fact Sheets for Healthcare Providers and Patients that
QUET/OCS/0C and DMDVOIR/CDRH may authorize.
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13 Chembio and its authorized distributor(sy will inform authorized laboratories and
relevant public health suthority(ies) of this BEUA, including the terms and conditions
herein.

2 Chembio and its authorized distributor(s) will ensure that suthorized labogatories using
the authorized DPP Zika IgM Assay System have a'process in place for reporting test
results to healtheare providers and relevant public health authorities, as appropriate.”

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

G. Chiembio and its authorized distributor{s) will collect information onthe performance
of the assay. Chembio will report to FDA any suspected occurrenice of false positive
and false negative results and sipnificant deviations from the established perforniatice
characteristics of the assay of which Chembio becomes aware.

Chembio and its authorized distributor(s) are authorized 1o make available addutional
information relating to the emergency use 6f the anthorized DPP Zika IgM Assay
Systern that 1s consistent with, and does notexceed, the terms of this lettee of
authorization.

H

L. Chembio and its authorized distributor(s) will make available the DPP Zika IgM
Conirol Pack control material o other authorized control materials for purchase af the
same time-as the DPP Zika TgM Assay Svstem.

Chembio

I Chembio will notify FDA of any suthorized distributor(s) of the DPP Zika [oM Assay
System. including the name, address, and phone number of any authorized
distributor(s).

K. Chembio will provide ity authorized distribitor(s) with a copy of this EUA, #nd
communicate to its authorized distributor(sy any subsequént amendments that might be
made to this EUA and its authorized accompanying materials {e.g.. Fact Sheets,
Instructions Tor Usek

L. Chembio may request changes to the anthovized DPP Zika IgM Assay System Fact
Sheet for Healtheare Providers and the authorized DPP Zika [gM Assay System Fact
Sheet for Patients. . Chembio may also develop new DPP Zika IgM-Assay System Fact
Sheets for Healtheare Providers and Patients, if appropriate, and may request changes
o such Fact Sheets. All such requests lsted in this condition of authorization will be
made by Chembio in consultation with, and require conciurrence of, DCET/OCS/OC
and DMD/OIR/CDRH.

¥ For questions related 1o reporting Zika test results to relevant public health anthorities, it is recommended that
Chembio and authorized laboratories consult with the applicable country, state, or :emmr\v health deparment(s).
According 1o CHC, Zika js-a navionally notifiable condition (see huy ;
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M, Chembio may request the addition of other instruments for use with the authorized

O

R.

[

L

- Chembio will ass

DPP Zika IgM Assay System. Such requests will be made by Chembio in consultation
with, and require concurrence of, DMD/OIR/CDRH.

« Chembio may request the addition of other ancillary reagents for use with the

authorized DPF Zika IgM Assay System. Such requests will be made by Chembio in
consultation with, and require concurrence-of, DMD/OIR/CDRIL

Chembio may request the addition of other specimen types for use with the authorized
DPP Zika IgM Assay System. Such requests will be made by Chembio in consultation
with, and require concurrence of, DMIVOIR/CDRH.

Chembio may request the addition of other control materials for use with the
authorized DPP Zika lgh Assay Systern. Such requests will be made by Chembioin
consultation with, and require concurrence of, DMDIOIR/CIIRH,

. Chembio may reguiest substitution for or changes to the authorized materials used in

the detection process of the human anti-Zika IeM in the specimen. Such requests will
be made by Chembio in consultation with; and require concurrence of,
DMD/OIR/CDRH.

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

Chembio will evaluate the performance of the DPP Zika TaM Assay Systeny with any
FDA-recommended o established panel(s) of characterized climcal specimens, and
will submit that performance data to FDA. After DMDVQIR/CDRH s review of and
concurrence with the data; Chembio will update its labeling, in consultation with, and
with concurrence of, DMDVOIR/CDRH, 1o reflect the additional testing.

oss traceability® of the DPP Zika IgM Assay System with any FDA-
recommended réference material{s). After submission to FDA and
DMEYOIR/CDRH s review of and ¢oncurrence with the data, Chembio will update its
labeling to reflect the additional testing.

Chembio-will track the performance of the DPP Zika IgM-Assay System and report to

DMIDVOIR/CDRI on 8 semi-annual basis.

Authorized Luborstories

V.

Authorized laboratories will include with reports of the results of the DPP Zika [gM
Assay Systen the authorized Fact Sheet for Healtheare Providers and the duthorized
Fact Sheet for Patients, and any additional DPP Zika IgM Assay System Fact Sheets
for Healthcare Providers and Patients that OCET/QCS/OC and DMD/OIR/CDRH may
authorize. nder exigent clrcumstances; other appropriate methods for disséminating

*Teaceability refers 1o wacing analytical sensitivity/reactivity back to a FDA-recommanded reference material,



Federal Register/Vol. 82, No. 221/Friday, November 17, 2017/ Notices

54383

Page 9 - Mr. Ippolito, Chembio Diagnostie Systems. Inc,

<

W

BB.

¢

Do,

these Fact Sheets may be used, which may include mass media.

Authonized laboratories will performy the DPP Zika | oM Assay System on only human
serum (plain or separation gel) and fingerstick whole blood, EDTA venous whole blood,
or EDTA plasma {each collecied alongside & patient-matched serum specimen)
specimens or with other authovized specimen types.

;I non-serum Specimens are used with the DPP Zika IpM Assay Svstem, authorized

laboratories responsible for colleeting the patient specimen must collect a patient-
matched serum specimen, or if this is not possible, an additional serum specimen must
be collected soon after the original specimen. This is to facilitate any additional testing
that may be required, using the latest CDC testing algorithms for the disgnogis of 7 ika
virus infection; to confivm Zika virus infection.

. Authorized laboratories must read the results of the DPP Zika 1gM Assay System on the

DPP Micro Reader or on other authorized instranients. Authorized laboratories must not
atiempt to interpret the resuhs of the DFP Zika ToM-Assay System visually,

Within the United States and its territories, authorized laboratories will report all
reactive results (e presumptive Zika IpM positive) to Chembio.

Authorized laboratories will have a process in place to ensure that, for reactive results
{i.e. presumptive Zika Igh positivel, additional testing (as: deseribed in the Instructions
for Use document) is performed and/or test results for other pmxem»maﬁhmi specimens,
using the latest CDC testing alporithms for the diagnosis of Zika vitus Infection, are
considered.

Authorized hburfmrtm will have a process in place for reparting test resuim o
healtheare providers.and relevant public health authorities, a3 3ppr{)pmm,

Authorized laboratories will colleet information on the performance of the DPP Zika
IeM Az,sa System and report 1o DMDVOIR/CDRH (via email (DR

¥ hs.pov) and Chembio any suspected occurrence of false negative and
alse msmw results and significant deviations from the established performance
characteristics of which they become aware.

All Inboratory personnel ising the assay must be appropristely trained in performing and
inferpreting immunochromatographic techniques, use appropriate laboratory and
personal protective equipment when handling this kit, and use the test in accordance with
the authorized labeling. . All laboratory personnel using the assay must also be trained in
and be familiar with the interpretation of results of the DPP Zika 1M Assay Syster.

* For questions related fo-reporting Zika fest results 1 relevant public health suthorities, it is recommiended that

Chémblo and authorized aborator [
According to CDC, Zika e nationally notifiabde condition (see b

s-consult with the apphicable country, state, or territory health department{s).
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Chembio; Its Authorized Distributor(s), and Authorized Laboratories

EE. Chembio, its authorized diswibutor(s), and authorized laboratories will ensure that any
records associated with this EUA are maintained until notified by FD AL Such records
will be made available to FDA for inspestion upon request.

Conditions Related to Advertising and Promotion

FE.  All advertising and promotional deseriptive printed matter relating 1o the use of the
authorized DPP Zika IgM Assay Systeny shall be consistent with the authorized Fact
Sheets and authorized labeling, as well as the terms set forth in this EUA and the
applicable requirements set forth in the Act and FDA repulations.

G All advertising and promotional descriptive pristted matter relating to the use of the
authorized DPP Zika IgM Assay System shall clearly and conspicuously state that:

<. This test has not been FDA cletired or approved;

&

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

+  This test has been authorized only for the diagnosis of Zika virus infection
and not for any other viruses or pathogens; and

+ This test is only authorized for the duration of the declaration that
citcumstances exist Jjustilying the authorization of the emergency use of in
vitre diagnostic tests for detection of Zika virus and/or dmgm}ms of Zika virus
infection under section 564(b) 1) of the Act, 21 U.S.C. § 360bbb-3(b)( 1)
unless the authorization is terminated or revoked sm‘mu

No advertising or promotional descriptive printed matier relating to the use of the authorized
DPP Zika IgM Assay System may represent or suggest that this test is safe or effective for the
dngnosm of Zika viras infection

The emergency use of the authorized DPP Zika 1eM Assay System as described in this letter
of authorization must comply with the conditions and all othér terms of this authorization.

V. Duration of Authorization

This EUA will be effective until the declaration that circumstances exist justifying the
authiorization of the emergency - use of in wWrre diagaostic tests for detection of Zika viras and/or
diaghosis of Zika virus infection 15 terminated under section 364(b)(2) of theAct or the EUA s
revoked under section 564(g) of the Act.
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Enclosures

Dated: November 9, 2017.
Anna K. Abram,

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

[FR Doc. 2017-25010 Filed 11-16-17; 8:45 am]
BILLING CODE 4164-01-C

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2017-D-6159]

Expedited Programs for Regenerative
Medicine Therapies for Serious
Conditions; Draft Guidance for
Industry; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of availability.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
announcing the availability of a draft
document entitled “Expedited Programs
for Regenerative Medicine Therapies for
Serious Conditions; Draft Guidance for
Industry.” The draft guidance, when
finalized, will provide stakeholders
engaged in the development of
regenerative medicine therapies with
FDA'’s current thinking on the expedited
development and review of these
products. The draft guidance describes
the expedited programs available to
sponsors of regenerative medicine
therapies for serious or life-threatening
diseases or conditions (referred to in the
draft guidance as serious conditions),
including those products designated as
regenerative advanced therapies (which
FDA refers to as “‘regenerative medicine
advanced therapy” (RMAT)
designation); describes how the Center
for Biologics Evaluation and Research
(CBER) will work with sponsors and
encourage flexibility in clinical trial
design to facilitate the development of
data to demonstrate the safety and
effectiveness of regenerative medicine
therapies being developed to address

Sincerely,

Sl Y

Rachel Sherman, M.D., M.P.H.
Principal Deputy Comniissioner

unmet medical needs in patients with
serious or life-threatening diseases or
conditions; and describes the
opportunities for sponsors of
regenerative medicine therapies to
interact with CBER review staff.

DATES: Submit either electronic or
written comments on the draft guidance
by February 15, 2018 to ensure that the
Agency considers your comment on this
draft guidance before it begins work on
the final version of the guidance.

ADDRESSES: You may submit comments
on any guidance at any time as follows:

Electronic Submissions

Submit electronic comments in the
following way:

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

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

Written/Paper Submissions

Submit written/paper submissions as
follows:

e Mail/Hand delivery/Courier (for
written/paper submissions): Dockets

Management Staff (HFA-305), Food and
Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852.

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

Instructions: All submissions received
must include the Docket No. FDA—
2017-D-6159 for “Expedited Programs
for Regenerative Medicine Therapies for
Serious Conditions; Draft Guidance for
Industry.” Received comments will be
placed in the docket and, except for
those submitted as “Confidential
Submissions,” publicly viewable at
http://www.regulations.gov or at the
Dockets Management Staff between 9
a.m. and 4 p.m., Monday through
Friday.

¢ Confidential Submissions—To
submit a comment with confidential
information that you do not wish to be
made publicly available, submit your
comments only as a written/paper
submission. You should submit two
copies total. One copy will include the
information you claim to be confidential
with a heading or cover note that states
“THIS DOCUMENT CONTAINS
CONFIDENTIAL INFORMATION.” The
Agency will review this copy, including
the claimed confidential information, in
its consideration of comments. The
second copy, which will have the
claimed confidential information
redacted/blacked out, will be available
for public viewing and posted on http://
www.regulations.gov. Submit both
copies to the Dockets Management Staff.
If you do not wish your name and
contact information to be made publicly
available, you can provide this
information on the cover sheet and not
in the body of your comments and you
must identify this information as
“confidential.” Any information marked
as “‘confidential” will not be disclosed
except in accordance with 21 CFR 10.20
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