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June 3, 2022

Niall J. Lennon, Ph.D.
Institute Scientist and Sr. Director
Clinical ResearchdSequencing Platform (CRSP), LLC at the Broad Institute of MIT and Harvard

S

P SARS-CoV-2 Real-time Reverse Transcriptase (RT)-PCR
stic Assay (Version 3)

EUA Number:

Company: esearch Sequencing Platform (CRSP), LLC at the Broad
of MIT and Harvard

Indication: i i orized for the following indications for use:

cleic acid from SARS-CoV-2 in dry
ndividuals suspected of COVID-19 by

the qualitative detection of nucleic
i@r nasal swab specimens

age and older (self-collecte
under adult supervision), or
assistance) suspected of C
and when determined to be ap

specimens collected using either: (1)
Swab Collection Kit when used consiste
(2) the binx Health At-home Nasal Swab

Collection Kit when used consistent with its authorization.

Emergency use of this test is limited to the authorized laboratory.

Authorized Laboratory: Clinical Research Sequencing Platform (CRSP), LLC at the Broad
Institute of MIT and Harvard located at 320 Charles Street,
Cambridge, MA 02141 which is certified under Clinical
Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C.
§263a, and meets requirements to perform high complexity tests.

Dear Dr. Lennon:
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On March 5, 2021, based on your! request, the Food and Drug Administration (FDA) issued an
Emergency Use Authorization (EUA) for emergency use of the CRSP SARS-CoV-2 Real-time
Reverse Transcriptase (RT)-PCR Diagnostic Assay (Version 3), pursuant to Section 564 of the
Federal Food, Drug, and Cosmetic Act (the Act) (21 U.S.C. §360bbb-3) for the indications
stated in the letter. 2 Based on your request, FDA revised and reissued the letter on May 13,
2021.3 In addition, based on your notification pursuant to the April 20, 2021, pooling and serial
testing amendment letter,* FDA notified you of inclusion of your product under Exhibit 1 of the
April 20, 2021, pooling and serial testing amendment.® In addition, FDA established additional
Conditions of Authierization in response to the continued emergence of new variants of SARS-

health or safety

(2)(C) of the Act (21 U.S.C. § 360bbb-3(g)(2)(C)), FDA is
reissuing the M i

ts entirety with the revisions incorporated.’” Pursuant to

2 In the March 5, 2021, letter, the CRSP
(Version 3) was authorized for the follo; i i se: (1) The qualitative detection of nucleic acid from
SARS-CoV-2 in dry anterior nasal swal indivig ted of COVID-19 by their healthcare provider. (2)
The qualitative detection of nucleic acid from SARS anterior nasal swab specimens self-collected
unsupervised using the CRSP Self-Swab kit, by i s of age and older) suspected of COVID-19 by
their healthcare provider and when determined to althcare provider. (3) For use with the

¢ and older) to self-collect anterior nasal
swab specimens unsuperv1sed at home or in a healthce g etermined to be appropriate by a healthcare
provider. (4) For use with the Binx Health At-home Nasal Swab e Collection Kit for individuals

based setting), when determined by a healthcare provider to be appro results of an online COVID-
19 questionnaire. In addition, testing was limited to the Clinical Rese g orm (CRSP), LLC at the
Broad Institute of MIT and Harvard located at 320 Charles Street, C i
Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42
perform high complexity tests.

3 On May 13, 2021, the revisions to the March 5, 2021, letter and authorize ing i updates to the

intended use with respect to the authorized collection kits for anterior nasal sw guage used
in more recent authorizations and (2) minor updates to the Fact Sheet for Healthcare P heet for
Individuals to reflect language used in more recent authorizations.

* The Pooling and Serial Testing Amendment for Certain Molecular Diagnostic Tests forS4 -2 Letter —

April 20, 2021, can be accessed at: https://www.fda.gov/media/147737/download
5 On June 15, 2021, inclusion of your product in Exhibit 1 was for the qualitative detection of RNA from SARS-
CoV-2 in pooled samples containing up to 10 individual human anterior nasal swabs placed in a single vial
containing transport media after being collected by a healthcare provider (HCP) or self-collected under the
supervision of an HCP from individuals without symptoms or other reasons to suspect COVID- 19, when tested as
part of a serial testing program including testing at least once per week. Currently, your product continues to be
listed under Exhibit 1 of this amendment, with all applicable requirements as described in the April 20, 2021, letter.
6 The Viral Mutation Revision Letter — September 23, 2021, can be accessed at:
https://www.fda.gov/media/152406/download

7 The revisions to the May 13, 2021, letter and authorized labeling include: (1) updates to the intended use to expand
the indicated population claims to include pediatrics (age 18 years and older (self-collected), 12 years and older
(self-collected under adult supervision), or 2 years and older (collected with adult assistance)), (2) extension of the
shelf life stability of the CRSP Self-Swab Kit to 120 hours, (3) update Instructions for Use (IFU) limitations to
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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 intended for the
indications described above.

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.
Pursuant to Section 564 of the Act, and on the basis of such determination, the Secretary of
HHS then declaredfthat circumstances exist justifying the authorization of emergency use of in

vitro diagnosti ection and/or diagnosis of the virus that causes COVID-19 subject to the
terms of an y issued under Section 564(a) of the Act.’

FDA considered tk entific information available in authorizing the emergency use of
your product for the indi . A summary of the performance information FDA relied upon

is contained in th tified below).
Having concluded tha ssuance of this authorization under Section 564(c) of the
Act are met, [ am author rgency use of your product, described in the Scope of

Authorization of this letter (Sectiofi’1]), o the terms of this authorization.

I have concluded that the emergency use megts the criteria for issuance of an
authorization under Section 564(c) of the

potential benefits of your product when used for diagnogi dubweigh the
known and potential risks of your product; and

3. There is no adequate, approved, and available alternative to th&
product. 1

satisfy the September 23, 2021, Viral Mutation Revision Letter requirements and the April 20, 2021 Pooling and
Serial Testing Amendment for Certain Molecular Diagnostic Tests for SARS-CoV-2, (4) updates to the warnings
and limitations in SOPs to comply with the Pooling and Serial Testing Amendment for Certain Molecular
Diagnostic Tests for SARS-CoV-2, and (5) minor updates to the Fact Sheet for Healthcare Providers and Fact Sheet
for Patients to reflect language used in more recent authorizations.

8 For ease of reference, this letter will use the term “your product” to refer to the CRSP SARS-CoV-2 Real-time
Reverse Transcriptase (RT)-PCR Diagnostic Assay (Version 3) for the indication described above.

9U.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).

10 No other criteria of issuance have been prescribed by regulation under Section 564(c)(4) of the Act.
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I1. 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 qualitative test for the detection of nucleic acid from SARS-CoV-2 in dry
anterior nasal swabs, from individuals suspected of COVID-19 by their healthcare provider.

in dry ant specimens collected using the CRSP Self-Swab kit, by individuals 18
years of 4 ected), 14 years and older (self-collected under adult
supervision), or (collected with adult assistance) suspected of COVID-19 by
their healthcare provid etermined to be appropriate by the healthcare provider. The

kit is provided to thehealthcare provider and the specimens collected using the
CRSP Self-Swab kit
testing at the Clinical cing Platform (CRSP), LLC at the Broad Institute of MIT
and Harvard.

Your product is also authorized enior nasal swab specimens collected using
either: (1) the Color COVID-19 (it when used consistent with its
authorization; or (2) the binx Health At-hg b COVID-19 Sample Collection Kit

atform (CRSP), LLC at the Broad
e, MA 02141 which is

certified under CLIA, 42 U.S.C. §263a, and meets i nts to perform high complexity
tests.

The SARS-CoV-2 RNA is generally detectable in anterio ing the acute
phase of infection. Positive results are indicative of the pres RNA; clinical
correlation with patient history and other diagnostic informatio gmine patient

sole basis for patient management decisions. Negative results must be combi
observations, patient history, and epidemiological information.

To use your product, SARS-CoV-2 nucleic acid is first extracted and purified from anterior nasal
swab specimens. The purified nucleic acid is then reverse transcribed into cDNA followed by
PCR amplification and detection using an authorized real-time (RT) PCR instrument. The CRSP
SARS-CoV-2 Real-time Reverse Transcriptase (RT)-PCR Diagnostic Assay (Version 3) includes
the materials (or other authorized materials as may be requested under Condition Q. below)
described in the authorized labeling.

Y our product requires control materials (or other authorized control materials as may be
requested under Condition Q. below) that are described in the authorized labeling.
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Your product also requires the use of additional authorized ancillary reagents that are not
included with your product and are described in the authorized labeling.

The above described product is authorized to be accompanied with laboratory procedures
(described below), the EUA Summary (available at https://www.fda.gov/medical-
devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-
vitro-diagnostics-euas), and the following fact sheets pertaining to the emergency use, which are
required to be made available to healthcare providers and patients:

erse Transcriptase (RT)-PCR Diagnostic Assay (Version 3)
Patients: Clinical Research Sequencing Platform (CRSP), LLC at

The above describe mpanied by the “CRSP SARS-CoV-2 Real-time
Reverse Transcriptas ostic Assay Testing and Calling Processes Assay Version
3 (V3)” SOP, “CRSP S agnostic Testing Sample Drop off and Inspection SOP”,
“CRSP SARS-CoV2 Diag ting Receipt and Accessioning SOP”, the EUA

by the authorized laboratory, de at 1t'ddes not meet certain requirements otherwise
required by applicable federal law.

The CRSP Self-Swab Kit with the CRSP

“Authorized labeling” refers to “CRSP SARS-Co Transcriptase (RT)-
PCR Diagnostic Assay Testing and Calling Processes Ass i ” SOP, “CRSP
SARS-CoV2 Diagnostic Testing Sample Drop off and In i P SARS-CoV2
Diagnostic and Pooled Testing Receipt and Accessioning SO A Summary, the two

I have concluded, pursuant to Section 564(d)(2) of the Act, that it 1
the known and potential benefits of your product, when used consiste

vith the Scq
Authorization of this letter (Section II), outweigh the known and potentialii

ks o

pur 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
diagnosing 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

11 The portions of authorized labeling that are within the scope of the April 20, 2021, amendment letter are not
included within the scope of this letter of authorization, and therefore included for convenience in the authorized
labeling (refer to footnote 4, 5).


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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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
564(b)(1) of the A our product is authorized for the indication above.

practice requirements, including the quality system
art 820 with respect to the design, manufacture,
tion and storage of your product.

IV. Conditions of Authorizatio

Pursuant to Section 564(e) of the Act, [ a
authorization:

the following conditions on this

e Broad Institute of MIT and
Harvard (You) and Authorized Distributo

A. Your product must comply with the follow
regulations: the intended use statement (21 CFR

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

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

D. You and authorized distributor(s) will collect information on the performance of your
product. You must report to FDA any suspected occurrence of false positive or false

12 «“Authorized Distributor(s)” are identified by you, Clinical Research Sequencing Platform (CRSP), LLC at the
Broad Institute of MIT and Harvard, in your EUA submission as an entity allowed to distribute the CRSP Self-Swab
kit.
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negative results and significant deviations from the established performance
characteristics of your product of which you become aware.

You and authorized distributor(s) must make available all instructions related to the
collection of anterior nasal swab specimens using the CRSP Self-Swab Kit, both in the
shipped kit and on your website.

Through a process of inventory control, you and authorized distributor(s) must maintain
records of the numbers and locations to which the CRSP Self-Swab Kit is distributed.

You and authorized distri
EUA, including test usa
records must be made avatlable to

nsure that any records associated with this
ntil otherwise notified by FDA. Such
ection upon request.

e Broad Institute of MIT and

Harvard (You)

J. You must notify FDA of any authorized distz RSP Self-Swab kit,
including the name, address, and phone nu iged distributor(s).

K. You must provide authorized distributor(s) with a communicate to
authorized distributor(s) any authorized revisions tha ade to this EUA and its
authorized accompanying materials.

L. You must notify the relevant public health authorities of your i product.

M. You must have a process in place for reporting test results to healthga viders and
relevant public health authorities, as appropriate.

N. You must 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.

O. You must use your product as outlined in the authorized labeling. Deviations from the

authorized procedures, including the authorized instruments, authorized extraction
methods, authorized clinical specimen types, authorized control materials, authorized
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other ancillary reagents and authorized materials required to use your product are not
permitted.

P. When testing authorized specimens collected using home-collection kits authorized for
use with your product, you must follow any specimen accessioning protocols provided
with the collection kit when accepting specimens for testing.

Q. You may request changes to this EUA for your product, including to the Scope of
Authorization (Section II in this letter) or to the authorized labeling, including requests to

e authorized labeling, and not exceed the terms of authorization of this
for changes to this EUA should be submitted to the Division of

product with any FDA-re

cference material(s), if requested by FDA. After
submission to and concu, e

aby FDA, FDA will update the EUA

S. You must submit to FDA a summ in 30 calendar days of authorization
summarizing the results of any tes g specimens collected with the
CRSP Self-Swab kit, Color COVID- Collection Kit and binx health At-
home Nasal Swab COVID-19 Sample Colle
that timeframe, including how many speci i w many specimens had

to be rejected during accession and the main reas fecti d the positivity rate
for specimens collected with the authorized colle i

OIR/OPEQ/CDRH (via email: CDRH-EUA-Reporting@fda.hhs.gov).

U. All laboratory personnel using your product must be appropriately trained in RT-PCR
techniques and use appropriate laboratory and personal protective equipment when
handling this kit and use your product in accordance with the authorized labeling.

V. You must evaluate the impact of SARS-CoV-2 viral mutations on your product’s
performance. Such evaluations must occur on an ongoing basis and must include any

13 Traceability refers to tracing analytical sensitivity/reactivity back to an FDA-recommended reference material.
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additional data analysis that is requested by FDA in response to any performance
concerns you or FDA identify during routine evaluation. Additionally, if requested by
FDA, you must submit records of these evaluations for FDA review within 48 hours of
the request. If your evaluation identifies viral mutations that affect the stated expected
performance of your device, you must notify FDA immediately (via email: CDRH-EUA-
Reporting@fda.hhs.gov).

W. If requested by FDA, you must update your labeling within 7 calendar days to include
any additional labeling risk mitigations identified by FDA regarding the impact of viral
mutations@mtest performance. Such updates will be made in consultation with, and

quirements set forth in section 502(a), (q)(1), and (r) of
the Act, as app implementing regulations.

ng, or promotional materials relating to the use of
your product may repres his test is safe or effective for the detection of

SARS-CoV-2.

declaration that circumstances exist justifying the authogiZati gency use
of in vitro diagnostics for detection and/or diagnosis of der Section
564(b)(1) of the Federal Food, Drug, and Cosmetic Act, 21 € S 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 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


mailto:CDRH-EUA-Reporting@fda.hhs.gov
mailto:CDRH-EUA-Reporting@fda.hhs.gov
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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,

Jacqueline A. O’Shaughnessy, Ph.D.
Acting Chief Scientist
Food and Drug Administration

Enclosure






