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Christoffer Riska

May 20, 2021

Vice President Regulatory Affairs, Quality Assurance

Salofa Oy
Orninkatu 15
Salo, Finland 24100

Device:
EUA Number:
Company:

Indication:

Authorized Laboratories:

Dear Mr. Riska:

Sienna-Clarity COVID-19 Antigen Rapid Test Cassette
EUA210062
Salofa Oy

Qualitative detection of the nucleocapsid protein antigen from
SARS-CoV-2 in direct nasopharyngeal swab (NP) specimens from
individuals who are suspected of COVID-19 by their healthcare
provider within the first six days of symptom onset. Emergency
use of this test is limited to authorized laboratories.

Laboratories certified under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet the
requirements to perform moderate complexity, high complexity, or
waived tests. This test is authorized for use at the Point of Care
(POC), i.e., in patient care settings operating under a CLIA
Certificate of Waiver, Certificate of Compliance, or Certificate of
Accreditation.

This letter is in response to your' request that the Food and Drug Administration (FDA) issue an
Emergency Use Authorization (EUA) for emergency use of your product,? pursuant to Section
564 of the Federal Food, Drug, and Cosmetic Act (the Act) (21 U.S.C. §360bbb-3).

On February 4, 2020, pursuant to Section 564(b)(1)(C) of the Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is a public health
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.

! For ease of reference, this letter will use the term “vou” and related terms to refer to Salofa Oy
2 For ease of reference, this letter will use the term “vour product” to refer to the Slenna-Clarity COVID-19 Antigen
Rapid Test Cassette, used for the indication identified above.
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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 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 “Sienna-Clarity COVID-19 Antigen Rapid Test Cassette
(Nasopharyngeal Swab) Package Insert” (identified below).

Having concluded that the criteria for issuance of this authorization under Section 564(c) of the
Act are met, I 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

I have concluded that the emergency use of your product meets the criteria for issuance of an
authorization under Section 564(c) of the Act, because I have concluded that:

1. The SARS-CoV-2 can cause a serious or life-threatening disease or condition,
including severe respiratory illness, to humans infected by this virus;

2. Based on the totality of scientific evidence available to FDA, it is reasonable to believe
that your product may be effective in diagnosing COVID-19, and that the known and
potential benefits of your product when used for diagnosing COVID-19, 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
4
product.

II. Scope of Authorization

I have concluded, pursuant to Section 564(d)(1) of the Act, that the scope of this authorization is
limited to the indication above.

Authorized Product Details

Your product is a rapid chromatographic immunoassay intended for the qualitative detection of
the nucleocapsid protein antigen from SARS-CoV-2 in direct nasopharyngeal swab (NP)
specimens from individuals who are suspected of COVID-19 by their healthcare provider within
the first six days of symptom onset. Your product does not differentiate between SARS-CoV and
SARS-CoV-2 viruses.

3U.S. Department of Health and Human Services, Determination of a Public Health Emergency and Declaration
that Circumstances FExist 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.



