/f- Y U.S. FOOD & DRUG

ADMINISTRATION

July 1,2021

Linda Staswick

Company:

Indication: tive and semi-quantitative detection of IgG antibodies to
uman serum and plasma (dipotassium EDTA,
ithium heparin, sodium heparin, and sodium

Authorized Laboratories: ] e Clinical Laboratory Improvement
Amendments of 1988 263a, that meet
requirements to perf omplexity tests.

Dear Ms. Staswick:

an Emergency Use Authorization (EUA) for emergency use of you
Section 564 of the Federal Food, Drug, and Cosmetic Act (the Act) (

Department of Health and Human Services (HHS) determined that there is a pub
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

! For ease of reference, this letter will use the term “you” and related terms to refer to Bio-Rad Laboratories.
2 For ease of reference, this letter will use the term “your product” to refer to the BioPlex 2200 SARS-CoV-2 IgG
for the indication identified above.
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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 FDA
relied upon is included in the “BioPlex 2200 SARS-CoV-2 IgG” Instructions for Use (identified
below).

Having concluggl that the criteria for issuance of this authorization under Section 564(c) of the

serious or life-threatening disease or condition,
umans infected by this virus;

2. Based on the totality of ailable to FDA, it is reasonable to believe
that your product may ive j g recent or prior infection with SARS-
CoV-2 by identifying individuals e immune response to the virus that
causes COVID-19, and that the k ial benefits of your product when used

for such use, outweigh the knowrRg ig our product; and

3. There is no adequate, approved, and available
product.*

e emergency use of your

I1. Scope of Authorization

I have concluded, pursuant to Section 564(d)(1) of the Act, thyge scORNOf this aythorization is
limited to the indication above.

Authorized Product Details

Your product is a bead-based immunoassay intended for the qualitative an ative
detection of IgG antibodies to SARS-CoV-2 in human serum and plasma (dip
tripotassium EDTA, lithium heparin, sodium heparin, and sodium citrate) using the Bio-Rad
BioPlex 2200 System (includes BioPlex 2200 System Operation Manual). The product is
intended for use as an aid in identifying individuals with an adaptive immune response to SARS-
CoV-2, indicating recent or prior infection. At this time, it is unknown for how long antibodies

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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persist following infection and if the presence of antibodies confers protective immunity. Semi-
quantitative results from your product should not be interpreted as an indication or degree of
immunity or protection from reinfection. Testing is limited to laboratories certified under CLIA
that meet requirements to perform moderate or high complexity tests.

Your product is an automated assay that employs fluoromagnetic, dyed beads coated with Spike
protein S1 subunit (including the Receptor Binding Domain) to identify the presence of IgG
antibodies to SARS-CoV-2 virus in a two-step assay format. The BioPlex 2200 System
combines an aliggot of sample, sample diluent, and bead reagent into a reaction vessel. The
mixture is in ) at 37°C. After a wash cycle, murine monoclonal anti-human IgG

gate is removed in another wash cycle, and the beads are re-suspended in
Inixtyre then passes through the detector. The identity of the dyed beads

The system is calibrated using it calibrator vials available separately from
you. Five (5) levels of antibod i g hich are used for establishing a Four-

materials (as may be requested under Condition M
Diluent.

Y our product requires the use of the BioPlex 2200 SARS-
included with your product kit but is available from you with

analyte concentrations of SARS-CoV-2 recombinant antibodies and antiy
inactivated human disease state plasma.

Your product also requires the use of the BioPlex 2200 SARS-CoV-2 IgG Control Set external
control kit which is not included with your product kit but is available from you with the
“BioPlex 2200 SARS-CoV-2 IgG Control Set” Instructions for Use, or other authorized control
material (as may be requested under Condition M below). Controls are run as outlined in the
“BioPlex 2200 SARS-CoV-2 IgG” Instructions for Use and the “BioPlex 2200 SARS-CoV-2
IgG Control Set” Instructions for Use:

e Negative Control: Human serum matrix made from defibrinated/delipidated plasma.
e Positive Control: Human serum matrix made from defibrinated/delipidated plasma,
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with known analyte concentrations of SARS-CoV-2 recombinant antibodies and
antibodies derived from inactivated human disease state plasma.

Your product also requires the use of additional authorized materials and authorized ancillary
reagents that are not included with your product and are described in the authorized labeling.

The labeling entitled “BioPlex 2200 SARS-CoV-2 IgG” Instructions for Use, the “BioPlex 2200
SARS-CoV-2 IgG Calibrator Set” Instructions for Use and the “BioPlex 2200 SARS-CoV-2
structions for Use (available at https://www.fda.gov/medical-
disease-2019-covid-19-emergency-use-authorizations-medical-

: Bio-Rad Laboratories - BioPlex 2200 SARS-

e authorized labeling as set forth in the
Conditions of Authorization (SecCtion IV), 4 o be distributed to and used by

authorized laboratories under this EUA, (i

I have concluded, pursuant to Section 564(d é at it is reasonable to believe that
the known and potential benefits of your product, wh t with the Scope of
igl risks of your product.

I have concluded, pursuant to Section 564(d)(3) of the Ac
evidence available to FDA, that it is reasonable to believe uct m&be effective i in

supporting the conclusions described in Section I above, and concludes tha
described in the Scope of Authorization of this letter (Section II) meets the critel
Section 564(c) of the Act concerning safety and potential effectiveness.

a set forth in

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


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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II1. Waiver of Certain Requirements
[ 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, storage, and distribution of your product, but excluding Subpart H (Acceptance
Activities, FR 820.80 and 21 CFR 820.86), Subpart I (Nonconforming Product, 21 CFR

' Qart O (Statistical Techniques, 21 CFR 820.250).

A. Your product m wing labeling requirements under FDA
regulations: the intende (21 CFR 809.10(a)(2), (b)(2)); adequate
directions for use (21 U R 809.10(b)(5), (7), and (8)); appropriate
limitations on the use o icc i prmation required under 21 CFR
809.10(a)(4); and any available i i ding performance of the device,

including requirements under 21

C. You and authorized distributor(s) must make avail ite(s) the Fact
Sheet for Healthcare Providers and the Fact Sheet i

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

F.  Through a process of inventory control, you and authorized distributor(s) must maintain
records of the authorized laboratories to which they distribute the test and number of tests
they distribute.

5 “Authorized Distributor(s)” are identified by you, Bio-Rad Laboratories, in your EUA submission as an entity
allowed to distribute your product.
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G. You and authorized distributor(s) must collect information on the performance of your
product. You must report to the Division of Microbiology (DMD)/Office of Health
Technology 7 (OHT7)-Office of In Vitro Diagnostics and Radiological Health
(OIR)/Office of Product Evaluation and Quality (OPEQ)/Center for Devices and
Radiological Health (CDRH) (via email:CDRH-EUA-Reporting@fda.hhs.gov) any
suspected occurrence of false positive and false negative results and significant
deviations from the established performance characteristics of the product of which

vzed distributor(s) are authorized to make available additional
ing to the emergency use of your product that is consistent with, and
s of this letter of authorization.

Bio-Rad Laboratories (You)

J. You must notify FDA of any autljgki istribpr(s) of your product, including the

K.  You must provide authorized distributor(s) wi BLCUA and communicate to

(Nonconforming Product, 21 CFR 820.90), and Subpart
CFR 820.250).

M. You may request changes to this EUA for your product, includin gy
Authorization (Section II in this letter) or to the authorized labeling, cquests to
make available additional authorized labeling specific to an authorized amSttibutor. Such
additional labeling may use another name for the product but otherwise must be
consistent with the authorized labeling, and not exceed the terms of authorization of this
letter. Any request for changes to this EUA should be submitted to DMD/OHT7-
OIR/OPEQ/CDRH and require appropriate authorization from FDA prior to
implementation.

N.  You must evaluate the performance and assess traceability® of your product with any

¢ Traceability refers to tracing analytical sensitivity/reactivity back to an FDA-recommended reference material.
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Authorized Laboratories

U.

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/OHT7-
OIR/OPEQ/CDRH.

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.

rotocols, and acceptance criteria, that you use to release lots
in the U.S. If such lot release procedures are requested
1thin 48 hours of the request.

te in a National Cancer Institute study on the
1ssion to and concurrence with the data by FDA
ailect the additional testing. Such labeling

evaluation of your prod
you will update your pr

lots for testing at the National
Cancer Institute, or by another gov¢ g : esignated by FDA, to confirm
continued performance characteristics across m. FDA may request records

regarding lot release data for tests to be dis, already digtributed. If such lot
release data are requested by FDA, you mus it withi urs of the request.
You must complete the agreed upon real-time sta duct. After
submission to and concurrence with the data by FDA; abeling to

reflect the additional testing. Such labeling updates wi n with
and require concurrence of, DMD/OHT7-OIR/OPEQ/CD

Authorized laboratories using your product must include with test resu
authorized Fact Sheets. Under exigent circumstances, other appropriate methods for
disseminating these Fact Sheets may be used, which may include mass media.

Authorized laboratories must use your product as outlined in the authorized labeling.
Deviations from the authorized procedures, including the authorized instrument,
authorized clinical specimen types, authorized control materials, authorized other

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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ancillary reagents and authorized materials required to use your product are not
permitted.

W. Authorized laboratories that receive your product must notify the relevant public health
authorities of their intent to run your product prior to initiating testing.

X. Authorized laboratories using your product must have a process in place for reporting test
results to healthcare providers and relevant public health authorities, as appropriate.

Y. C@boratories must collect information on the performance of your product and
% OHT7-OIR/OPEQ/CDRH (via email: CDRH-EUA-
00 N a)fdjhhs.gov) and to you (TechSupport. USSD@bio-rad.com) any suspected
— itive or false negative results and significant deviations from the
haracteristics of your product of which they become aware.
Z. our product must be appropriately trained in automated

e appropriate laboratory and personal protective
kit, and use your product in accordance with the

Bio-Rad Laboratories (You),
AA. You, authorized distributor(s), arflauthorized @oratories using your product must
ith this intained until otherwise notified
o for inspection upon request.

BB. All descriptive printed matter, advertising, and projti i lating to the use
of your product, shall be consistent with the autho s the terms set

CC. No descriptive printed matter, advertising, or promotional matCria,
of your product may represent or suggest that this test is safe or &
detection of SARS-CoV-2.

DD. All descriptive printed matter, advertising, and promotional materials relating to the use
of your product shall clearly and conspicuously state that:

e This product has not been FDA cleared or approved but has been authorized for
emergency use by FDA under an EUA for use by authorized laboratories;

o This product has been authorized only for detecting the presence of IgG
antibodies to SARS-CoV-2, not for any other viruses or pathogens; and


mailto:CDRH-EUA-Reporting@fda.hhs.gov
mailto:CDRH-EUA-Reporting@fda.hhs.gov
mailto:TechSupport.USSD@bio-rad.com
mailto:TechSupport.USSD@bio-rad.com

Page 9 — Linda Staswick, Bio-Rad Laboratories

e The emergency use of this product is only authorized for the duration of the
declaration 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-
3(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 conditjgs and all other terms of this authorization.

V. Dura

This il ' il the declaration that circumstances exist justifying the
authorization e of in vitro diagnostic tests for detection and/or diagnosis of
COVID-19 is jon 564(b)(2) of the Act or the EUA is revoked under
Section 564(g)

incerely,

Enclosure






