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ADMINISTRATION

July 1, 2021
Corey Yackel
Senior Regulatory Affairs Specialist
Exact Sciences Laboratories
650 Forward Drive
Madison, WI 53711
Device: COVID-Flu Multiplex Assay
EUA Number: EUA203022
Company: Exact Sciences Laboratorie
Indication: Simultaneous qualit.
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Emergency use of this test is limited to the authorized laboratory.

Authori : ing is limited to Exact Sciences Laboratories, located at 650
orward Drive, Madison, WI 53711, which is certified under the
Clinical Laboratory Improvement Amendments of 1988 (CLIA),
42 U.S.C. § 263a, and meets the requirements to perform high
complexity tests.

Dear Ms. Yackel:

This letter is in response to your! request that the Food and Drug Administration (FDA) issue
an Emergency Use Authorization (EUA) for emergency use of your product,> pursuant to
Section 564 of the Federal Food, Drug, and Cosmetic Act (the Act) (21 U.S.C. §360bbb-3).

! For ease of reference, this letter will use the term “you” and related terms to refer to Exact Sciences Laboratories.
2 For ease of reference, this letter will use the term “your product” to refer to the COVID-Flu Multiplex Assay used
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On February 4, 2020, pursuant to Section 564(b)(1)(C) of the Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is 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 involves the virus that causes COVID-19.
Pursuant to Section 564 of the Act, and on the basis of such determination, the Secretary of
HHS then declared that circumstances exist justifying the authorization of emergency use of in
vitro diagnostics for detection and/or diagnosis of the virus that causes COVID-19 subject to the
terms of any authorization issued under Section 564(a) of the Act.?

There is an FDA-approved/cleared test for the qualitative detection and ideg
CoV-2, influenza A virus and influenza B virus (among other organism t
adequate and available alternative to your product. Respiratory viral i

FDA considered the totality of scientific informati i i g the emergency use
e information FDA

tion under Section 564(c) of the
product, described in the Scope of
s of this authorization.

f your product meets the criteria for issuance of an

ct, because I have concluded that:

Ection and differentiation of SARS-CoV-2, influenza A virus, and/or influenza B virus
eic acids and that the known and potential benefits of your product when used for

for the indication identified above.

3U.S. Department of Health and Human Services, Determination of a Public Health Emergency and Declaration
that Circumstances Exist Justifying Authorizations Pursuant to Section 564(b) of the Federal Food, Drug, and
Cosmetic Act, 21 U.S.C. § 360bbb-3. 85 FR 7316 (February 7, 2020).
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3. There is no adequate, approved, and available alternative to the emergency use of your
product.*

I1. Scope of Authorization

I have concluded, pursuant to Section 564(d)(1) of the Act, that the scope of this authorization is
limited to the indication above.

Authorized Product Details
Your product is a real-time RT-PCR assay intended for the simultaneous g i
and differentiation of nucleic acid from SARS-CoV-2, influenza A virus €@il/or i virus
in anterior nasal swab specimens self-collected in a healthcare settin i 1 g@icd of
respiratory viral infection consistent with COVID-19 by a healthc W 1

product is not intended to detect influenza C virus.

This test is also for use with anterior nasal swab specime cted at home by
individuals age 18 years and older using the Exact Scienc
when home collection is determined to be approprt 1der, or (2) collected
using the Everlywell COVID-19 & Flu Test Home
authorization. Specimens collected using thads 1 Nasal Swab Home Collection Kit
and Everlywell COVID-19 & Flu Test
temperature for testing.

Testing is limited to Exact Scienc
53711, which is certified under the @lini 5 y Improvement Amendments of 1988
(CLIA), 42 U.S.C. § 263a,_and meetsQ@ie requirements to perform high complexity tests.

presence of S
patient history
Positive 1a8

fluenza A and/or influenza B nucleic acid; clinical correlation with
ic information is necessary to determine patient infection status.

sults do not preclude SARS-CoV-2, influenza A and/or influenza
used as the sole basis for patient management decisions. Negative

specimens. THe purified nucleic acid is then reverse transcribed into cDNA followed by PCR
amplification and detection using an authorized real-time (RT) PCR instrument. The COVID-Flu
Multiplex Assay includes the following materials or other authorized materials: Carrier/Poly
(A), Elution buffer, GTC/10% IGEPAL, Binding Beads, Conversion Wash, Master Mix, Flu/SC
Oligo Mix, DNA Suspension Buffer.

4 No other criteria of issuance have been prescribed by regulation under Section 564(c)(4) of the Act.
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The Exact Sciences Nasal Swab Home Collection Kit includes the following material or other
authorized materials (as may be requested under Condition P below): Anterior nasal swab,
collection tube with transport media (0.9% saline), collection tube label, biohazard bag (with
absorbent pad), bubble wrap bag, shipping box with return label, self-collection instructions.
Individuals must follow all specimen collection and mailing/return instructions provided with the
collection kit.

Your product requires the following control materials, or other authorized control materials (as
may be requested under Condition P below), that are processed in the same w3 pecimens

controls listed below must generate expected results in order for a test to , as
outlined in the authorized labeling:
e Extraction No Target (ENT) — saline, used as an ext
cross contamination that could occur during the e
e No Target Control (NTC) — TE buffer, used to gllonit
contamination in the assay run.
e Positive Extraction Control (PEC) — congains t V-2, influenza A,

influenza B and human RNase P, used Il
assay run is performing as intended.

ary and the “Exact Sciences Nasal Swab Home

ble at https://www.fda.gov/medical-
-emergency-use-authorizations-medical-

uas), and the following product-specific information pertaining to
#cd to be made available to healthcare providers and patients:

The above d§@ribed product, when accompanied by the Exact Sciences laboratory procedures
bundle, the EUA Summary and two fact sheets, is authorized to be used by the authorized
laboratory (i.e. limited to Exact Sciences Laboratories, located at 650 Forward Drive, Madison,
WI 53711) under this EUA, despite the fact that it does not meet certain requirements otherwise
required by applicable federal law.

The Exact Sciences Nasal Swab Home Collection Kit when accompanied by the “Exact Sciences
Nasal Swab Home Collection Kit” Instructions for Use is authorized to be distributed and used


https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas
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as part of the above described product as set forth in this EUA.

“Authorized labeling” refers to the Exact Sciences laboratory procedures bundle, EUA
Summary, two fact sheets, and “Exact Sciences Nasal Swab Home Collection Kit” Instructions
for Use.

I have concluded, pursuant to Section 564(d)(2) of the Act, that it is reasonable to believe that
the known and potential benefits of your product, when used consistent with the Scope of

(Section II), pursuant to Section 564(c)(2)(A) of the Act.

FDA has reviewed the scientific information available to
supporting the conclusions described in Section I above,
described in the Scope of Authorization of this letter (Sec
Section 564(c) of the Act concerning safety and p ial

of this EUA and under the
nation under Section 564(b)(1)(C) of

ring practice requirements, including the quality system
FR Part 820 with respect to the design, manufacture,

authorizatid

Exact Sciences Laboratories (You) and Authorized Distributor(s)®

A. Your product must comply with the following labeling requirements pursuant to FDA
regulations: the intended use statement (21 CFR 809.10(a)(2), (b)(2)); adequate directions

5 “Authorized Distributor(s)” are identified by you, Exact Sciences Laboratories, in your EUA submission as an
entity allowed to distribute the Exact Sciences Nasal Swab Home Collection Kit.
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for use (21 U.S.C. 352(%)), (21 CFR 809.10(b)(5), (7), and (8)); appropriate limitations on
the use of the device including information required under 21 CFR 809.10(a)(4); and any
available information regarding performance of the device, including requirements under
21 CFR 809.10(b)(12).

B. You and authorized distributor(s) must make available on your website(s), if
applicable, the Fact Sheet for Healthcare Providers and the Fact Sheet for Patients.

available on your website.

D. Through a process of inventory control, you and authorize
records of the numbers and locations to which the Exact
Collection Kit is distributed.

E. You and authorized distributor(s) must maintain ¢ i concerning the
Exact Sciences Nasal Swab Home Collection Kit report to FDA any
significant complaints about usability or d ion

F. You and authorized distributor(s )£ ¢ available additional
information relating to the emerg pro®ct that is consistent with, and
does not exceed, the terms i

including test usa in{@ined until otherwise notified by FDA. Such records will
ection upon request.

e authorized distributor(s) with a copy of this EUA and communicate to
orized distributor(s) any subsequent amendments that might be made to this EUA
\ts authorized accompanying materials (e.g., Fact Sheets).

J. You must inform relevant public health authorities of this EUA, including the terms and
conditions herein, and any updates make to your product and authorized labeling.

K. You must notify the relevant public health authorities of your intent to run your product.

L. You must have a process in place for reporting test results to healthcare providers and
relevant public health authorities, as appropriate.
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M. You must include with test result reports, all authorized Fact Sheets. Under exigent
circumstances, other appropriate methods for disseminating these Fact Sheets may be
used, which may include mass media.

N. You must use your product as outlined in the authorized labeling. Deviations from the
authorized procedures, including the authorized instruments, authorized extraction
methods, authorized clinical specimen types, authorized control materials, authorized
other ancillary reagents and authorized materials required to use your g
permitted.

P. You may request changes to this EUA for your pr
Authorization (Section II in this letter) or to the a i ing dPTuding requests to
make available additional authorized labeli d distributor. Such

ise must be

consistent with the authorized labeling, s of authorization of this

: submitted to the Division of

Microbiology (DMD)/Office of L HT7)-Office of In Vitro

limit of detection and assess traceability® of your

ded reference material(s). After submission to and
you must update your labeling to reflect the

pdates will be made in consultation with, and require
/OHT7-OIR/OPEQ/CDRH.

s of any testing performed using specimens collected with Exact
Home Collection Kit for use with your product during that
ding how many spemmens were recelved how many spemmens had to

S. You must have a process in place to track adverse events, including any occurrence of
false results with your product, including with the Exact Sciences Nasal Swab Home
Collection Kit and report any such events to FDA pursuant to 21 CFR Part 803. Serious
adverse events, especially unexpected biosafety concerns, should immediately be

® Traceability refers to tracing analytical sensitivity/reactivity back to an FDA-recommended reference material.
FDA may request, for example, that you perform this study in the event that we receive reports of adverse events
concerning your product.
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reported to DMD/OHT7-OIR/OPEQ/CDRH (via email: CDRH-EUA-
Reporting@fda.hhs.gov).

T. You must collect information on the performance of your product and report to
DMD/OHT7-OIR/OPEQ/CDRH (via email: CDRH-EUA-Reporting@fda.hhs.gov) any
suspected occurrence of false positive or false negative results and significant deviations
from the established performance characteristics of your product of which they become
aware.

V. All descriptive printed matter, including advertisi ials, relating
to the use of your product shall be consistent with i

W. No descriptive printed matter, adver ional materials relating to the use of
your product may represent or sug fe or effective for the detection of
SARS-CoV-2.

X. All descriptive printed ma isi bmotional materials relating to the use

of your product shall clearl

FDA cleared or approved, but has been authorized for
er an EUA for use by the authorized laboratory;

as been authorized only for the detection and differentiation of
RS-CoV-2, influenza A and/or influenza B not for any
ogens; and

gon that circumstances exist justifying the authorization of emergency use
of in vitro diagnostics for detection and/or diagnosis of COVID-19 under Section
564(b)(1) of the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 360bbb-
(b)(1), unless the declaration is terminated or authorization is revoked sooner.

The emergency use of your product as described in this letter of authorization must comply
with the conditions and all other terms of this authorization.

V. Duration of Authorization


mailto:CDRH-EUA-Reporting@fda.hhs.gov
mailto:CDRH-EUA-Reporting@fda.hhs.gov
mailto:CDRH-EUA-Reporting@fda.hhs.gov
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This EUA will be effective until the declaration that circumstances exist justifying the
authorization of the emergency use of in vitro diagnostics for detection and/or diagnosis of
COVID-19 is terminated under Section 564(b)(2) of the Act or the EUA is revoked under
Section 564(g) of the Act.

Sincerely,

RADM Denise M. Hint
Chief Scientist

Enclosure






