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December 23, 2020

Sarah O. Kalil

SK Consulting

Representing: Quanterix Corporation
900 Middlesex Turnpike, Building 1
Billerica, MA 01821

Device: Simoa Semi-Quantitative SA

Company: Quanterix Corporation
Indication: Qualitative and semi
SARS-CoV-2 in huma

Intended for usg.a i tifying individuals with an
) S-CoV-2, indicating recent or

Authorized Laboratories: i he Clinical Laboratory Improvement

Dear Ms. Kalil:

iving abroad, and that involves the virus that causes COVID-19.

564 of the Act, and on the basis of such determination, the Secretary of

S then declared that circumstances exist justifying the authorization of emergency use of in
itro diagnostics for detection and/or diagnosis of the virus that causes COVID-19 subject to the
s of any authorization issued under Section 564(a) of the Act.’

! For ease of reference, this letter will use the term “you” and related terms to refer to Quanterix Corporation.

2 For ease of reference, this letter will use the term “your product” to refer to the Simoa Semi-Quantitative SARS-
CoV-2 IgG Antibody Test for the indication identified above.

3 U.S. Department of Health and Human Services, Determination of a Public Health Emergency and Declaration
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FDA considered the totality of scientific information available in authorizing the emergency use
of your product for the indication above. A summary of the performance information FDA
relied upon is included in the Instructions for Use (identified below).

Having concluded that the criteria for issuance of this authorization under Section 5

1. The SARS-CoV-2 can cause a serious or life-threat
including severe respiratory illness, to humans infe

CoV-2 by identifying individuals with an a i une response to the virus that
i efits of your product when used

3. There is no adequate, a ‘ i ative to the emergency use of your
product.*

I1. Scope of Authorization

I have concluded 564(d)(1) of the Act, that the scope of this authorization is
limited to the i

er Guide (EUA Edition)). The product is intended for use as an aid in
ith an adaptive immune response to SARS-CoV-2, indicating recent or

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).
* No other criteria of issuance have been prescribed by regulation under Section 564(c)(4) of the Act.
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The Simoa Semi-Quantitative SARS-CoV-2 IgG Antibody Test is a 3-step automated
paramagnetic microbead-based immunoassay performed using the Quanterix HD-X analyzer
(includes Simoa HD-X Analyzer User Guide) or other authorized instrument systems (as may be
requested under Condition K below). To use your product, the sample is drawn from a sample
tube by the 1nstrurnent plpettor and mixed w1th SARS CoV-2 spike protein coated paras

e collected
mixed with

with a magnet and washed. Biotinylated anti-human IgG detector antibodies ar8
the capture beads, and the detector antibodies bind to the captured sample
second wash, a conjugate of streptavidin-B-galactosidase (SBG) is mixe
SBG binds to the biotinylated detector antibodies, resulting in enzy
sample IgG. After a third wash, the capture beads are resuspended4

Individual capture beads are then sealed within microwells i on of

oil, which forms a liquid seal trapping the labeled immunoc i the wells.
If anti-spike IgG from the sample has been capture
the RGP substrate into a fluorescent product that p
concentration of IgG in unknown samples is 1nterpola
parameter loglstlcal regressmn fitting. If the zes /mL, the specimen is non-reactive

( e specimen is reactive for
SARS-COV-2 IgG antibodies and the 1

for semi-quantitative measurements.

giibed product is authorized to be accompanied with labeling entitled “Simoa
ve SARS-CoV-2 IgG Antibody Test Instructions for Use” (available at
ttps://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-
orizations-medical-devices/vitro-diagnostics-euas), and the following product-specific
ation pertaining to the emergency use, which is required to be made available to
healthcare providers and recipients:

e Fact Sheet for Healthcare Providers: Quanterix Corporation - Simoa Semi-


https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/vitro-diagnostics-euas
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/vitro-diagnostics-euas
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Quantitative SARS-CoV-2 IgG Antibody Test

e Fact Sheet for Recipients: Quanterix Corporation - Simoa Semi-Quantitative
SARS-CoV-2 IgG Antibody Test

The above described product, when accompanied by the Instructions for Use (identif
and the two Fact Sheets (collectively referenced as “authorized labeling”) is authg
distributed to and used by authorized laboratories under this EUA, despite the fa
not meet certain requirements otherwise required by applicable federal law,

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

I have concluded, pursuant to Section 564(d)(3) of the Act,
evidence available to FDA, that it is reasonable to believe t
diagnosing recent or prior infection with SARS-CoVa2 by id

supporting the conclusions described i
described in the Scope of Authorizati
Section 564(c) of the Act concexni

des that your product (as
eets the criteria set forth in

The emergency use of your pro 1 afist be consistent with, and may not
exceed, the terms of this letter, i i Authorization (Section II) and the
Conditions of Auth:
of HHS's determination under Section 564(b)(1)(C) of
of HHS’s corresponding declaration under Section
orized for the indication above.

cturing practice requirements, including the quality system

21 CFR Part 820 with respect to the design, manufacture, packaging,

e, and distribution of your product, but excluding Subpart H (Acceptance
Activities, 21 CFR 820.80 and 21 CFR 820.86), Subpart I (Nonconforming Product, 21 CFR
820.90), and Subpart O (Statistical Techniques, 21 CFR 820.250).

ditions of Authorization

Pursuant to Section 564(e) of the Act, I am establishing the following conditions on this
authorization:
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Quanterix Corporation (You) and Authorized Distributor(s)®

A. Your product must comply with the following labeling requirements under FDA
regulations: the intended use statement (21 CFR 809.10(a)(2), (b)(2)); adequate
directions for use (21 U.S.C. 352(f)), (21 CFR 809.10(b)(5), (7), and (8)); appropsi
limitations on the use of the device including information required under 21 @
809.10(a)(4); and any available information regarding performance of the
including requirements under 21 CFR 809.10(b)(12).

B. You and authorized distributor(s) must make your product avail
authorized labeling to authorized laboratories.

C. You and authorized distributor(s) must make available o
Sheet for Healthcare Providers and the Fact Sheet fo

D. You and authorized distributor(s) must inform auth
public health authorities of this EUA, includi
any updates made to your product and auth:

E. Through a process of inventory contrg ized distributor(s) must maintain
records of the authorized laboratg bute the test and number of tests
they distribute.

F. You and authorized distgibuto mation on the performance of your

urrence of false positive and false
negative results and sig ]
characteristics of the pro C Ome aware.

s) are authorized to make available additional

ency use of your product that is consistent with, and
letter of authorization.

any authorized distributor(s) of your product, including the
one number of any authorized distributor(s).

horized accompanying materials (e.g., Fact Sheets).

You must comply with the following requirements in accordance with FDA regulations:
Subpart H (Acceptance Activities, 21 CFR 820.80 and 21 CFR 820.86), Subpart I

5 “Authorized Distributor(s)” are identified by you, Quanterix Corporation, in your EUA submission as an entity
allowed to distribute your product.
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(Nonconforming Product, CFR 820.90), and Subpart O (Statistical Techniques, 21 CFR
820.250).

K. You may request changes to this EUA for your product, including to the Scope of
Authorization (Section II in this letter) or to the authorized labeling, including reg

consistent with the authorized labeling, and not exceed the terms of aut
letter. Any request for changes to this EUA should be submitted to

(OPEQ)/Center for Devices and Radiological Health (CD
authorization from FDA prior to implementation.

L. You must evaluate the performance and assess trac
FDA-recommended reference material(s) or establi
clinical specimens. After submission to and,concu
will update your labeling to reflect the add

M. You will have a process in place to s, including any occurrence of

N. You must have lot release pro
design and statistical power,

ocedures, including the study
sts released for distribution have the
authorized labeling.

icipate in a National Cancer Institute (NCI) study on
fter submission to and concurrence with the data by

A, you will periodically submit new lots for testing at NCI, or by
ent agency designated by FDA, to confirm continued performance
istics across lots. In addition, FDA may request records regarding lot release
sts to be distributed or already distributed. If such lot release data are
requested by FDA, you must provide it within 48 hours of the request.

¢ 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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R. You will complete the agreed upon real-time stability study for your product. After
submission to and concurrence with the data by FDA, you will update your labeling to
reflect the additional testing. Such labeling updates will be made in consultation with,
and require concurrence of, DMD/OHT7- OIR/OPEQ/CDRH.

S. You will further complete the agreed upon biotin and protein interference s

submission to and concurrence with the data by FD
reflect the additional testing. Such labeling updates
and require concurrence of, DMD/OHT7- OIR/OPE

U. Authorized laboratories using your pred i with test result reports, all
er appropriate methods for

V. Authorized laboratories yvi lined in the authorized labeling.

i hg the authorized clinical specimen
types, authorized contro
materials required to use : permitted.

eive your product will notify the relevant public health
our product prior to initiating testing.

e characteristics of your product of which they become aware.

. All laboratory personnel using your product must be appropriately trained in automated
immunoassay techniques and use appropriate laboratory and personal protective
equipment when handling this kit, and use your product 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 product.


mailto:CDRH-EUA-Reporting@fda.hhs.gov
mailto:CDRH-EUA-Reporting@fda.hhs.gov
http://www.quanterix.com/
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Quanterix Corporation (You), Authorized Distributor(s) and Authorized Laboratories

AA. You, authorized distributors, and authorized laboratories using your product
must ensure that any records associated with this EUA are maintained until otherwise
notified by FDA. Such records will be made available to FDA for inspection upg
request.

Conditions Related to Printed Materials, Advertising and Promotion

BB. All descriptive printed matter, advertising, and promoti

CC. No descriptive printed matter, advertising, o
the use of your product may represent or suggest tha
detection of SARS-CoV-2.

DD. terials relating to

detection and/or diagnosis of COVID-19 under Section
.S.C. § 360bbb-3(b)(1), unless the declaration is

effective until the declaration that circumstances exist justifying the

e emergency use of in vitro diagnostics for detection and/or diagnosis of
OVID-19 is terminated under Section 564(b)(2) of the Act or the EUA is revoked under
ion 564(g) of the Act.
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Sincerely,

RADM Denise M. Hinton
Chief Scientist
Food and Drug Administratio

Enclosure





