-((. U.S. FOOD & DRUG
'—’G,%:h ADMINISTRATION

June 23, 2020

Eric Olson

Chief Executive Officer
Babson Diagnostics, Inc.
1205 Sheldon Cove, Suite 2-J
Austin, TX 78753

Device: Babson Diagnostics aC19G1
Company: Babson Diagnostics, Inc.
Indication: Qualitative detection of hum

human serum and pl
Testing is performed o
as an aid in identufyi

J, Austin, TX, which is certified under
ovement Amendments of 1988

Dear Mr. Olson:

t to Section 564(b)(1)(C) of the Act, the Secretary of the

uman Services (HHS) determined that there is a public health
nificant potential to affect national security or the health and security of
s living abroad, and that involves the virus that causes COVID-19.

ant to Section 564 of the Act, and on the basis of such determination, the Secretary of

hen 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 Babson Diagnostics, Inc. at
1205 Sheldon Cove, Suite 2-J, Austin, TX.

2 For ease of reference, this letter will use the term “your product” to refer to the Babson Diagnostics aC19Gl, 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.’

Having concluded that the criteria for issuance of this authorization under Section 564(c) of the
Act are met, [ am authorizing the emergency use of your product, described in the Scope of
Authorization of this letter (Section II), subject to the terms of this authorization.

I. Criteria for Issuance of Authorization

1. The SARS-CoV-2 can cause a serious or life-threatenin

2. Based on the totality of scientific evidence available i believe
that your product may be effective in diagnosing re i
CoV-2 by identifying individuals with an ive i

product.*
I1. Scope of Authorization

I have concluded, pursuant to Sec

Act, that the scope of this authorization is
limited to the indicati

Atellica IM 1300 or 1600 Analyzer with Atellica Sample Handler or Atellica
t Load. The solid phase contains a preformed complex of streptavidin-coated

articles and biotinylated SARS-CoV-2 recombinant antigen. This reagent is used to
ti-SARS-CoV-2 antibodies in the patient sample. The detection reagent contains

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).

% No other criteria of issuance have been prescribed by regulation under Section 564(c)(4) of the Act.
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mouse monoclonal anti-human IgG labelled with acridinium ester to detect SARS-CoV-2 IgG
bound to the solid phase. A direct relationship exists between the amount of SARS-CoV-2
antibodies present in the patient sample and the amount of relative light units (RLUs) detected
by the system. A result of reactive or nonreactive is determined according to the Index Value
established with the calibrators:

Nonreactive: < 1.0 Index. These samples are considered negative for SARS-CoV-
IgG antibodies to SARS-CoV-2 were not detected in the sample.

Reactive: > 1.0 Index. These samples are considered positive for SARS-Co
antibodies to SARS-CoV-2 were detected in the sample.

determined to be negative for the presence of IgG a
e Babson Diagnostics aC19G1 Positive Quality Cont
to be positive for the presence of IgG antibodies to

(described below).

The above described product is ] ied with the labeling submitted as part
of the EUA request, and as desc i
(available at https://www.fda.gov
devices/emergency-u

, and the following product-specific information
is required to be made available to healthcare providers

Scope of Authorization of this letter (Section II), outweigh the known and potential risks of your
product.

I have concluded, pursuant to Section 564(d)(3) of the Act, based on the totality of scientific
evidence available to FDA, that it is reasonable to believe that your product may be effective in


https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations
https://www.fda.gov/medical-devices/emergency-situations-medical-devices/emergency-use-authorizations
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diagnosing recent or prior infection with SARS-CoV-2 by identifying individuals with an
adaptive immune response to the virus that causes COVID-19, when used consistent with the
Scope of Authorization of this letter (Section II), pursuant to Section 564(c)(2)(A) of the Act.

FDA has reviewed the scientific information available to FDA, including the information
supporting the conclusions described in Section I above, and concludes that your prog
described in the Scope of Authorization of this letter (Section II) meets the criteri
Section 564(c) of the Act concerning safety and potential effectiveness.

The emergency use of your product under this EUA must be consistent
exceed, the terms of this letter, including the Scope of Authorization

described above and the Secretary of HHS’s corresponding
your product is authorized for the indication above.

II1. Waiver of Certain Requirements

the quality system
requirements under 21 CFR Part & , manufacture, packaging,

labeling and storage of your prod

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

u will have a process in place for reporting test results to healthcare providers and
relevant public health authorities, as appropriate.

D. You will include with test result reports, all authorized Fact Sheets. Under exigent
circumstances, other appropriate methods for disseminating these Fact Sheets may be
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used, which may include mass media.

E. You will make available on your website(s) the Fact Sheet for Healthcare Providers
and the Fact Sheet for Recipients.

F. You are authorized to make available additional information relating to the cxs
use of your product that is consistent with, and does not exceed, the term
of authorization.

FDA to DMD/OHT7-OIR/OPEQ/CDRH (via email
Reporting@fda.hhs.gov) any suspected occurrence

the product of which you become aware.

I.  You may request changes to the Scope
product. Such requests will be
OIR/OPEQ/CDRH, and requirg
Emerging Threats (OCET)/Off

n (Section II in this letter) of your
ith DMD/OHT7-
ounterterrorism and

ther instruments for use with your product. Such
ion with, and require concurrence of, DMD/OHT7-

ition of other ancillary methods for use with your product. Such
consultation with, and require concurrence of, DMD/OHT7-

uest the addition of other specimen types for use with your product. Such
be made in consultation with, and require concurrence of, DMD/OHT7-
OIR/OPEQ/CDRH.

u may request the addition and/or substitution of control materials for use with your
product. Such requests will be made in consultation with, and require concurrence of,
DMD/OHT7-OIR/OPEQ/CDRH.

O. You may request substitution for or changes to the authorized materials used in the
detection process of human antibodies against SARS-CoV-2. Such requests will be


mailto:CDRH-EUA-Reporting@fda.hhs.gov
mailto:CDRH-EUA-Reporting@fda.hhs.gov
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made in consultation with, and require concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.

P. You will 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 FDA and DMD/OHT7-OIR/OPEQ/CDRH’s
review of and concurrence with the data, you will update your labeling to ref

concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.

Q. Ifrequested by FDA, you will participate in a National Cancer
evaluation of your product. After submission to FDA and D
OIR/OPEQ/CDRH’s review of and concurrence with the
product labeling to reflect the additional testing. Such 1
consultation with, and require concurrence of, DMD/OH

R. You will track adverse events, including any occurr
FDA under 21 CFR Part 803.

S. All laboratory personnel using your product
1mmunoassay techmques and use app

authorized labeling. All labora
and be familiar with, the interp

T. You will maintain recor > that any records associated with this
ific DA. Such records will be made

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

e This test has not been FDA cleared or approved;

5 Traceability refers to tracing analytical sensitivity/reactivity back to an FDA-recommended reference material.
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e This test has been authorized by FDA under an EUA only for use by the
authorized laboratory, Babson Diagnostics, Inc.

o This test has been authorized only for the detection of IgG antibodies against
SARS-CoV-2, not for any other viruses or pathogens; and,

SOONeEr.

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

V. Duration of Authorization

This EUA will be effective until the declaration th
authorization of the emergency use of in vitro diagno
COVID-19 is terminated under Section 564
Section 564(g) of the Act.

or diagnosis of
r the EUA is revoked under

RADM Denise M. Hinton
Chief Scientist
Food and Drug Administration

: Ju , 2020





