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Company:
Indication: tive detection of IgM antibodies to SARS-CoV-2 in human
(lithium heparin) on instruments of the VIDAS
se as an aid in identifying individuals with an
e to SARS-CoV-2, indicating recent or
ould only be tested from individuals that
symptom onset. SARS-CoV-2 antibody
S or more post symptom onset
should be reNgse detects and reports SARS-CoV-2
IgG. Emergency saliited to authorized
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Authorized Laboratories: ~ Laboratories certified under ini atory Improvement

Amendments of 1988 (CLI . at meet
requirements to perform mo i

Dear Ms. Dang:

§360bbb-3) for the qualitative detection of IgM antibodies to SARS-CoV-2 in
and plasma (lithium heparin) on instruments of the VIDAS family, intended for use as an aid in
identifying individuals with an adaptive immune response to SARS-CoV-2, indicating recent or
prior infection. Testing was limited to laboratories certified under the Clinical Laboratory
Improvement Amendments of 1988 (CLIA), 42 U.S. C.263a, that meet requirements to perform
moderate or high complexity tests.

! For ease of reference, this letter will use the term “you” and related terms to refer to bioMérieux SA.
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On November 20, 2020, you requested to amend your Emergency Use Authorization (EUA).
Based on that request, and having concluded that revising the August 6, 2020, EUA is
appropriate to protect the public health or safety under section 564(g)(2)(C) of the Act (21
U.S.C. § 360bbb-3(g)(2)(C)), FDA is reissuing the August 6, 2020, letter in its entirety with the
revisions incorporated.> Pursuant to section 564 of the Act and the Scope of Authorization
(Section II) and Conditions of Authorization (Section IV) of this reissued letter, your product? is
now authorized for use consistent with the indication described above.

On February 4,
Department g

020, pursuant to Section 564(b)(1)(C) of the Act, the Secretary of the
h and Human Services (HHS) determined that there is a public health

ic information available in authorizing the emergency use
mary of the performance information FDA
relied upon is included the “bio

below).

Having concluded that the criteria for iss i horization under Section 564(c) of the
Act are met, [ am authorizing the emergg y use of yo product, described in the Scope of
Authorization of this letter (Section II), s@ his authorization.

I. Criteria for Issuance of Authorization

I have concluded that the emergency use of your préduct i or issuance of an
authorization under Section 564(c) of the Act, because I h

limitation related to vaccinated individuals and performance with variants, (3) update the hea provider and
recipient fact sheets to include additional warnings/precautions around assay performance for vaccinated individuals
and healthcare provider fact sheet to include information on performance with variants, (4) update the intended use
to reflect language used in more recent authorizations, and (5) update the conditions of authorization including
removal of conditions related to completed post-authorization studies (condition Z and AA in the August 6, 2020,
letter) and consolidation of several conditions in new condition L below and other clarifying revisions to the
conditions of authorization.

3 For ease of reference, this letter will use the term “your product” to refer to the VIDAS SARS-CoV-2 IgM used for
the indication identified above.

4U.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).



Page 3 — Thi My Lan Dang, bioMérieux SA

2. Based on the totality of scientific evidence available to FDA, it is reasonable to believe
that your product may be effective in diagnosing recent or prior infection with SARS-
CoV-2 by identifying individuals with an adaptive immune response to the virus that
causes COVID-19, and that the known and potential benefits of your product when used
for such use, outweigh the known and potential risks of your product; and

3. There is no adequate, approved, and available alternative to the emergency use of your

lithium heparin) on instruments of the VIDAS family: the
i AS with miniVIDAS software, and VIDAS 3

er Manual”). Your product is intended for use
as an aid in identifying individ une response to SARS-CoV-2,
indicating recent or prior infection. Samg be tested from individuals that are 15
days or more post symptom onset. Testing@is limited tof@boratories certified under CLIA that
meet requirements to perform moderate ¢ dBX i
how long antibodies persist following infed e sence of antibodies confers
protective immunity.

VIDAS with VIDAS specific so
with VIDAS 3 software (inclu

Y our product combines a two-step sandwich enzy
fluorescence detection (ELFA). The assay is an Ag-Ab-A

Receptacle (SPR) serves as the solid phase as well as the 1 ice. nts for the assay
are ready-to-use and pre-dispensed in the sealed single-use e 11 of thg assay steps
are performed automatically by the instrument. The reaction m ! of the
SPR device several times. After the sample dilution step, the SA C red by

recombinant SARS-CoV-2 antigen coated into the interior of the SP
components are eliminated during washing steps. During the second step

components are eliminated during washing steps. At the final detection step, PStrate (4-
Methyl-umbelliferyl phosphate) is cycled in and out of the SPR device. The conjugate enzyme
catalyzes the hydrolysis of this substrate into a fluorescent product (4-Methyl-umbelliferone), the
fluorescence of which is measured at 450 nm. The intensity of the fluorescence is proportional to
the level of antibody in the sample. At the end of the assay, the results are automatically
calculated by the instrument according to the S1 standard stored in memory and a test value is
obtained. The results can then be printed out.

5 No other criteria of issuance have been prescribed by regulation under Section 564(c)(4) of the Act.
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Your product includes external negative and positive controls, or other authorized control
materials (as may be requested under Condition L below) to be run as outlined in the
“bioMérieux SARS-CoV-2 IgM” Instructions for Use:

e Positive control: Buffer containing humanized recombinant anti-SARS-CoV-2 IgM
antibody with stabilizers (BSA) and preservatives, and
e Negative control: Buffer with stabilizers (BSA) and preservatives.

Your product a

equires the use of additional authorized materials and authorized ancillary
reagents tha 1

cluded with your product and are described in the Instructions for Use.

authorizations i itro-diagnostics-euas), the Product Information Card (PIC), and
the following i to the emergency use, is required to be made available as set

The above described product, when acco
in the Conditions of Authorization (Secti

authorized labeling provided as set forth
ized to be distributed to and used by
at it does not meet certain

I have concluded, pursuant to Section 564(d)(2) of t sonable to believe that
the known and potential benefits of your product, i ith the Scope of

I have concluded, pursuant to Section 564(d)(3) of the Ac itWof scientific
evidence available to FDA, that it is reasonable to believe tha effective in
diagnosing recent or prior infection with SARS-CoV-2 by identi indi g adaptive
immune response to the virus that causes COVID-19, when used ¢ e of

supporting the conclusions described in Section I above, and concludes that your product (as
described in the Scope of Authorization of this letter (Section II) meets the criteria set forth in
Section 564(c) of the Act concerning safety and potential effectiveness.

The emergency use of your product under this EUA must be consistent with, and may not
exceed, the terms of this letter, including the Scope of Authorization (Section II) and the
Conditions of Authorization (Section IV). Subject to the terms of this EUA and under the
circumstances set forth in the Secretary of HHS's determination under Section 564(b)(1)(C) of
the Act described above and the Secretary of HHS’s corresponding declaration under Section


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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564(b)(1) of the Act, your product is authorized for the indication above.

ITI. Waiver of Certain Requirements

I am waiving the following requirements for your product during the duration of this EUA:
e Current good manufacturing practice requirements, including the quality system

requirements under 21 CFR Part 820 with respect to the design, manufacture, packaging,
labeling, stofoe, and distribution of your product, but excluding Subpart H (Acceptance

Iv.

Pursuant to Sq
authorization:

A. owing labeling requirements under FDA
regulations: the intend FR 809.10(a)(2), (b)(2)); adequate
directions for use (21 U. y
limitations on the use of the devi
including requirements under 21 @

B.  You and authorized distributor(s) must make ilable with the authorized
labeling to authorized laboratories.

C. You and authorized distributor(s) will include a ph thorized PIC card
with each shipped product to authorized laboratori ke th&VIDAS SARS-
CoV-2 IgM” Instructions for Use electronically avail to request

a copy in paper form, and after such request, you must p
information without additional cost.

D. You and authorized distributor(s) must make available on your W
Sheet for Healthcare Providers and the Fact Sheet for Recipients.

E. You and authorized distributor(s) must inform authorized laboratories and relevant
public health authorities of this EUA, including the terms and conditions herein, and
any updates made to your product and authorized labeling.

6 “Authorized Distributor(s)” are identified by you, bioMérieux SA, in your EUA submission as an entity allowed to
distribute your product.
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F.  Through a process of inventory control, you and authorized distributor(s) must maintain
records of the authorized laboratories to which they distribute your product and number
they distribute.

G. You and authorized distributor(s) must collect information on the performance of your
product. You must report to FDA any suspected occurrence of false positive and false
negative results and significant deviations from the established performance
characteristics of the product of which you become aware.

authorized distributor(s)

t amend
and its authorized acco 1als

ments that might be made to this EUA
Fact Sheets).

s pursuant to FDA regulations: Subpart
H (Acceptance Activities, 21 CF W CFR 820.86), Subpart I
(Nonconforming Product, 21 CFI§&20. O (Statistical Techniques, 21

CFR 820.250).
L.  You may request changes to this EUA for to the Scope of
Authorization (Section II in this letter) or to the autfi@ri including requests to

make available additional authorized labeling speci
additional labeling may use another name for the

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

M. You must evaluate the performance and assess traceability’ of your product with any
FDA-recommended reference material(s) or established panel(s) of characterized
clinical specimens. After submission to and concurrence with the data by FDA, you
must update your labeling to reflect the additional testing. Such labeling updates will
be made in consultation with, and require concurrence of, DMD/OHT?7-
OIR/OPEQ/CDRH.

7 Traceability refers to tracing analytical sensitivity/reactivity back to an FDA-recommended reference material.
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N.  You must have a process in place to track adverse events, including any occurrence of
false results, and report to FDA pursuant to 21 CFR Part 803.

0. You must have lot release procedures and the lot release procedures, including the study
design and statistical power, must ensure that the tests released for distribution have the
clinical and analytical performance claimed in the authorized labeling.

P.  Ifrequested by FDA, you must submit lot release procedures to FDA, including sampling
@htesting protocols, and acceptance criteria, that you use to release lots of your

cteristics across lots. In addition, FDA may request records
tgsts to be distributed or already distributed. If such lot

data by FDA, you will update your labehng to
dates will be made in consultation with,
PEQ/CDRH.

S.  Authorized laboratories using your
authorized Fact Sheets. Under exigent circu
disseminating these Fact Sheets may be use,

de with test result reports, all
ropriate methods for

T.  Authorized laboratories must use your product as i j ized labeling.
Deviations from the authorized procedures, includ 1 i

U. Authorized laboratories that receive your product must noti
authorities of their intent to run your product prior to initiating te

V. Authorized laboratories using your product must have a process in plaC8#@PTeporting test
results to healthcare providers and relevant public health authorities, as appropriate.

W. Authorized laboratories 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) and you (800-682-2666 or CustomerService-
ImmunoMolecular@biomerieux.com) 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.



mailto:CDRH-EUA-Reporting@fda.hhs.gov
mailto:CDRH-EUA-Reporting@fda.hhs.gov
mailto:CustomerService-ImmunoMolecular@biomerieux.com
mailto:CustomerService-ImmunoMolecular@biomerieux.com
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X.  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.

bioMérieux SA (You), Authorized Distributor(s) and Authorized Laboratories

grized distributor(s), and authorized laboratories using your product will
ay records associated with this EUA are maintained until otherwise notified
ecords will be made available to FDA for inspection upon request.

. No descriptive printed

ng, or promotional materials relating to the use
of your product may re st th

at this test is safe or effective for the

BB.

o This test has been authorized only for dete i gainst SARS-
CoV-2, not for any other viruses or pathogeRg;

e The emergency use of this test is only authorize

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

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
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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. Hinton
Chief Scientist
Food and Drug Administration

Enclosure





