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Minoti Patel, RAC

Director, Regulatory Affairs
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8365 Valley Pike

Middletown, VA 22645

Device: OmniPATH COVID-19 Total

Company: Thermo Fisher Scientific
Indication: Qualitative detectio

recent or prior infection.
authorized laboratories.

e Clinical Laboratory Improvement
, 42 U.S.C. 263a, that meet

Bderate (automated method) or high
ethod) complexity tests.

Authorized Laboratories:

t to Section 564(b)(1)(C) of the Act, the Secretary of the
uman Services (HHS) determined that there is a public health

Pn 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

! For ease of reference, this letter will use the term “you” and related terms to refer to Thermo Fisher Scientific.
2 For ease of reference, this letter will use the term “your product” to refer to the OmniPATH COVID-19 Total
Antibody ELISA Test for the indication identified above.
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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.?

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 Eig
relied upon is contained in the Instructions for Use (identified below).

2. Based on the totality of scientific evig [ DA, it is reasonable to believe
that your product may be effectiyg oo 0 r prior infection with SARS-

causes COVID-19, and that t
for such use, outweigh the kn

s of your product when used
5 of your product; and

3. There is no adequate, a L avai @ rnative to the emergency use of your
product.*

I1. Scope of Auth

4(d)(1) of the Act, that the scope of this authorization is

est intended for the detection of total antibodies (including IgM,
-2 in human serum run manually or using the Dynex AGILITY

me, it is unknown for how long antlbodles perS|st following infection and if
e presence of antibodies confers protective immunity. Testing using the manual method is
Mted to laboratories certified under the CLIA that meet requirements to perform high

3 U.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).

4 No other criteria of issuance have been prescribed by regulation under Section 564(c)(4) of the Act.
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complexity tests. Testing using the automated method is limited to laboratories certified under
the CLIA that meet requirements to perform moderate or high complexity tests.

The assay uses a 96-well microplate, which is coated with recombinant SARS-CoV-2 protein, to
form the capture phase. Serum samples and controls are incubated for 30 minutes in th

removed, and a chromogen solution containing tetramethylbenzidine
peroxide (H202) is added to develop measurable color. In the wells
antibody-antigen (HRP) immunocomplex, the colorless chromog
bound HRP conjugate to a blue colored product. The blue colgr t
stopped with sulfuric acid in the Stop Solution. The color in
a microplate reader at 450 nm. The color intensity of the sol
concentration in the test samples. The assay may be process
using a microplate reader with a detection wavelen
COVID-19 Total Antibody ELISA Test may be pr
analyzer (Dynex Technologies Inc., Chantilly, VA.).
dividing the specimen color intensity at 450 Qaa

OmniPATH
ated ELISA
is calculated by
. If the Ratio is < 1.0,

the sample is scored Negative, and if the le is scored Positive. The test
can be run manually or on the Dynex 4 < workstation (refer to
AGILITY Automated System Enzym ay (ELISA) Operator
Manual).

Your product requires the follo i bntrol materials which are supplied as
part of the kit, or other authorize = ay be requested under Condition K
below):

Control: Solution containing horse anti-SARS-CoV-2. Absorbance
be greater than or equal to 0.200.

are not included with your product and are described in the Instructions for Use.

our above described product is authorized to be accompanied with labeling entitled
NiPATH COVID-19 Total Antibody ELISA Test” Instructions for Use (available at

N \Wwww.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-
auth®zations-medical-devices/vitro-diagnostics-euas, and the following product-specific
information pertaining to the emergency use, which is required to be made available to
healthcare providers and recipients:



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
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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e Fact Sheet for Healthcare Providers: Thermo Fisher Scientific - OmniPATH COVID-
19 Total Antibody ELISA Test

e Fact Sheet for Recipients: Thermo Fisher Scientific - OmniPATH COVID-19 Total
Antibody ELISA Test

The above described product, when accompanied by the Instructions for Use (identj
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 la

| 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-CoVg by id

supporting the conclusions described | i ; des that your product (as
described in the Scope of Authorizati :

The emergency use of your pro O be consistent with, and may not
exceed, the terms of this letter, i i Authorization (Sectlon I1) and the
Conditions of Authgg
i of HHS's determination under Section 564(b)(1)(C) of
y of HHS’s corresponding declaration under Section
orized for the indication above.

turing 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
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).

irements u

ditions of Authorization

Pursuant to Section 564(e) of the Act, | am establishing the following conditions on this
authorization:
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Thermo Fisher Scientific (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)); adequatg

809.10(a)(4); and any available information regarding performance of t
including requirements under 21 CFR 809.10(b)(12).

B. You and authorized distributor(s) will make your product avaj
labeling to authorized laboratories.

C. You and authorized distributor(s) will make availabl
Sheet for Healthcare Providers and the Fact Sheet fo

D. You and authorized distributor(s) will infor d laboratories
public health authorities of this EUA, inclu itions herein, and

ation on the performance of your
product. You will repor c currence of false positive and false
negative results and signi the established performance

isti f which you become aware.

are authorized to make available additional
ncy use of your product that is consistent with, and
letter of authorization.

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

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

You will comply with the following requirements pursuant to FDA regulations: Subpart
H (Acceptance Activities, 21 CFR 820.80 and 21 CFR 820.86), Subpart |

5 “Authorized Distributor(s)” are identified by you, Thermo Fisher Scientific, 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 Il in this letter) or to the authorized labeling, including g4

additional labeling may use another name for the product but otherwise
consistent with the authorized labeling, and not exceed the terms of aut

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

L. You will evaluate the performance and assess trace
FDA-recommended reference material(s) or establi
clinical specimens. After submission to an
will update your labeling to reflect the add
made in consultation with, and require concu
OIR/OPEQ/CDRH.

M. You will have a process in plag luding any occurrence of
false results with your produ tto 21 CFR Part 803.

N. You must have lot rele ease procedures, including the study
design and statistical po s, o ests released for distribution have the

clinical and analytical pe

submit lot release procedures to FDA, including sampling
acceptance criteria, that you use to release lots of your

. Authorized laboratories using your product will 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.

R. Authorized laboratories will use your product as outlined in the authorized labeling.

® Traceability refers to tracing analytical sensitivity/reactivity back to an FDA-recommended reference material.
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Deviations from the authorized procedures, including the authorized clinical specimen
types, authorized control materials, authorized other ancillary reagents and authorized
materials required to use your product are not permitted.

S. Authorized laboratories that receive your product will notify the relevant public pa
authorities of their intent to run your product prior to initiating testing.

T. Authorized laboratories using your product will have a process in place 4

Xeporting test
results to healthcare providers and relevant public health authorities as ap® i

Allate.

U. Authorized laboratories will collect information on the perfor
report to DMD/OHT7-OIR/OPEQ/CDRH (via email: CDR
Reporting@fda.hhs.gov) and you (techsupport.diagnosti
suspected occurrence of false positive or false negativgfres
from the established performance characteristics of
aware.

V. All laboratory personnel using your produc
immunoassay techniques and use appropriate
equipment when handling this kit, and U in accordarnce with the

ssay must also be trained in and

W. You, authorized distrib \ i ajatories using your product will ensure
that any records associat i - aintained until otherwise notified by

X. A ipti i @riuding advertising and promotional materials, relating
product, shall be consistent with the authorized labeling, as well as the
in this EUA and the applicable requirements set forth in the Act and FDA

Z. All descriptive printed matter, including advertising and promotional materials,

relating to the use of your product, shall clearly and conspicuously state that:
e This test has not been FDA cleared or approved;

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



mailto:CDRH-EUA-Reporting@fda.hhs.gov
mailto:CDRH-EUA-Reporting@fda.hhs.gov
mailto:CDRH-EUA-Reporting@fda.hhs.gov
mailto:CDRH-EUA-Reporting@fda.hhs.gov
mailto:techsupport.diagnostics.mtn@thermofisher.com
mailto:techsupport.diagnostics.mtn@thermofisher.com
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e This test has been authorized only for the presence of antibodies against SARS-
CoV-2, not for any other viruses or pathogens; and

¢ This test is only authorized for the duration of the declaration that circugg
exist justifying the authorization of emergency use of in vitro diagngg
detection and/or diagnosis of COVID-19 under Section 564(b)(1
Drug and Cosmetics Act, 21 U.S.C. § 360bbb-3(b)(1), unless th
terminated or revoked sooner.

borization is

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

V. Duration of Authorization

This EUA will be effective until the declaration that circum
authorization of the emergency use of in vitro diag
COVID-19 is terminated under Section 564(b)(2)
Section 564(g) of the Act.

is revoked under

Penise M. Hinton
Chief Scientist
Food and Drug Administration

Enclosu





