Derogation Request for BD Veritor™ System for Rapid Detection of
SARS-CoV-2 and BD Kit for Rapid Detection for Rapid Detection of SARS-CoV-2 to
be used as a self-test

Derogation request to market BD Veritor™ System for Rapid Detection of SARS-CoV-2 and the BD Kit
for Rapid Detection of SARS-CoV-2 as self-tests in The Netherlands

Becton Dickinson and Company (BD) is requesting a derogation to market the BD Veritor™ System for
Rapid Detection of SARS-CoV-2 {catalog number 256089) and the BD Kit for Rapid Detection of SARS-
CoV-2 (catalog number 256091) to be used as self-tests in The Netherlands. More specifically, BD
requests a derogation in order that lay persons in a home environment can use the devices which are
already CE marked for professional use.

To facilitate distribution of self-tests to individual users or families, BD is looking into packaging the
existing devices specified above into a smaller pack size. BD is also requesting a derogation for the
smaller packages of the devices mentioned above in order to market them as self-tests in The
Netherlands before Notified Body certification has been obtained.

Today, no other European Member State has granted a derogation to market the BD Veritor™ System
for Rapid Detection of SARS-CoV-2 or the BD Kit for Rapid Detection of SARS-CoV-2 as self-tests.

Both devices are CE marked to the European /n Vitro Diagnostic Medical Device directive {IVDD)
98/79/EC for professional use following the Conformity Assessment Procedure laid out in Annex Il of
the IVD Directive.

Beginning of this year, BD has been in contact with several Notified Bodies (NB) to understand if it is
possible to make a submission for the certification of a SARS-CoV-2 self-test under the IVDD. At least 2
NBs pointed out that they weren’t accepting such submissions.

During the last month, the environment has rapidly changed as governments are looking for a safe
strategy to lift confinement restrictions. Self-tests play a vital role in such strategy. Today NBs are more
open to accept submissions of SARS-CoV-2 self-tests under the IVDD and BD has been able to initiate
discussions with a NB in order to start the procedure for the devices to be certified for use as Self-Tests.

In case BD obtains the CE certification for the self-test for SARS-CoV-2, BD will notify IGJ and YWS/GMT
via IIIIEE invws.nl.

BD acknowledges that every derogation will be made public through Rijksoverheid.nl.
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1. Information on Manufacturer

a. Point of contact

BD Life Sciences - Ife Sciences -

Integrated Diagnostic Solutions Integrated Diagnostic Solutions
T bd.com I ETI bd.com
Erembodegem-Dorp 86 Erembodegem-Dorp 86
BE-9320 Erembodegem BE-9320 Erembodegem

t: s t;
(o5 s 5 Dk

b. Manufacturer

u Becton, Dickinson and Company
7 Loveton Circle
Sparks, Maryland 21152 USA

c. European Authorized Representative
| ec [rep| Benex Limited

Pottery Road, Dun Laoghaire
Co. Dublin, Ireland

d. 1SO certification

Legal Manufacturer
Becton Dickinson and Company
7 Loveton Circle Sparks, Maryland 21152 USA
ISO 13485 :2016 and EN ISO 13485:2016 Ref: MD 595740
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e. Post market surveillance
BD as manufacturer of In Vitro Diagnostic Medical Devices which are placed on the market in the European
Union, has procedures in place to address the requirements regarding post market surveillance and
vigilance reporting in their quality management systems as outlined in the current European Medical
Devices Vigilance Guidance document MEDDEY 2.12-1, the European Directive 98/79/EC (as amended) and
Regulation (EU) 2017/746 on in vitro diagnostics medical devices.

The post market surveillance process covers all the European markets in which the BD SARS-CoV-2 Reagents
are sold
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2. Product information BD Veritor™ System for Rapid Detection of SARS-
CoV-2

a) Product Name
BD Veritor™ System for Rapid Detection of SARS-CoV-2

b) Product Reference

256089
¢) Product Picture

©BD Vertor S
- (€

wses

]

Figure 1: Picture of BD Veritor System for Rapid Detection of SARS-CoV/-2

d) Listing on “A common list of COVID-19 rapid antigen tests” agreed by the Health
Security Committee

The BD Veritor™ System for Rapid Detection of SARS-CoV-2 is included in the most recent version of “A
common list of COVID-19 rapid antigen tests” (Feb 17, 2021) agreed by the Health Security Committee.
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e) Intended purpose’

The BD Veritor™ System for Rapid Detection of SARS-CoV-2 is a chromatographic digital immunoassay
intended for the direct and qualitative detection of SARS-CoV-2 nucleocapsid antigens in nasal swabs from
individuals who are suspected of COVID-19 by their healthcare provider within the first five days of the
onset of symptoms.

Results are for the identification of SARS-CoV-2 nucleocapsid antigen. This antigen is generally detectable
in upper respiratory samples during the acute phase of infection.

e  Positive results indicate the presence of viral antigens, but clinical correlation with patient history
and other diagnostic information is necessary to determine infection status. Positive results do not
rule out bacterial infection or co-infection with other viruses. The agent detected may not be the
definite cause of disease. Laboratories within the United States and its territories are required to
report all positive results to the appropriate public health authorities.

e Negative results should be treated as presumptive, do not rule out SARS-CoV-2 infection and
should not be used as the sole basis for treatment or patient management decisions, including
infection control decisions. Negative results should be considered in the context of a patient’s
recent exposures, history and the presence of clinical signs and symptoms consistent with COVID-
19, and confirmed with a molecular assay, if necessary, for patient management.

The BD Veritor System for Rapid Detection of SARS-CoV-2 is intended for use in point of care settings by
laboratory personnel and healthcare providers appropriately trained in the use of the BD Veritor System.

For more detailed information, please see Attachment 3: Instructions for Use of the BD Veritor™ System
for Rapid Detection of SARS-CoV-2 with BD catalog number 256089

f) Principle of procedure

The BD Veritor System consists of a dedicated opto-electronic interpretation instrument and
immunochromatographic assays for the qualitative detection of antigens from pathogenic organisms in
samples processed from respiratory specimens. The BD Veritor System for Rapid Detection of SARS-CoV-2
is designed to detect the presence or absence of SARS-CoV-2 nucleocapsid proteins in respiratory samples
from patients with signs and symptoms of infection who are suspected of COVID-19. When specimens are
processed and added to the test device, SARS-CoV-2 antigens present in the specimen bind to antibodies
conjugated to detector particles in the test strip. The antigen-conjugate complexes migrate across the test
strip to the reaction area and are captured by a line of antibodies bound on the membrane. A positive result
is determined by the BD Veritor Plus Analyzer when antigen-conjugate is deposited at the Test “T” position
and the Control “C” position on the assay device. The instrument analyzes and corrects for non-specific
binding and detects positives not recognized by the unaided eye to provide an objective result.

1 please note that the intended purpose included in the IFU will be updated shortly to include in addition the use on
individuals who are without symptoms
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g) Clinical performance of BD Veritor™ System for Rapid Detection of SARS-CoV-27

The performance of the BD Veritor System for Rapid Detection of SARS-CoV-2 has been demonstrated in
two studies. In both studies eligible subjects were 18 years and older and samples were collected by
qualified personnel. Nasal swabs were collected following the dual nares method and handled as described
in the collection device instructions for use. Specimens were collected and stored at -70 °C within 30
minutes of collection. All specimens within a pre-specified date range were selected and then sequentially
tested in a blind fashion. As with all antigen tests, performance has been demonstrated to decrease as days
since symptom onset increases.

Study 1 - Method & Results:

In the initial study, performance was established with 226 direct nasal swabs prospectively collected and
enrolled from individual symptomatic patients who were suspected of COVID-19 {within 5 days of onset of
one or more self-reported symptoms).® Samples were obtained from 21 geographically diverse areas across
the United States. The performance of the BD Veritor System Assay was compared to results of a
nasopharyngeal or oropharyngeal swab stored in 3 mL viral transport media tested with an Emergency Use
Authorized molecular (RT-PCR) test for detection of SARS-CoV-2. For more detailed information, please
consult the Instructions For Use (IFU).

Tabel 1: Summary of the Performance of the BD Veritor System for Rapid Detection of SARS-CoV-2 Compaored to RT-

PCR for Nasal Swabs
Reference PCR Results

BD Veritor Results POS NEG Total
POS 26 0 26

NEG 5 195 200
Total 31 195 226
PPA- 84% (C.l. 67%—93%) PPV. 100% (C.l. 89%, 100%)

NPA: 100% (C.1. 98%—-100%) NPV 97 5% (C 1 95%, 99%)

OPA_ 98% (C.1. 95%—-99%)

Study 2 — Method & Results:

In the second study, performance was established with 184 direct nasal swabs prospectively collected and
enrolled from individual symptomatic patients (within 5 days of onset) with two or more self-reported
symptomst who were suspected of COVID-19. Samples were collected at 16 geographically diverse
outpatient clinics only in the United States. The BD Veritor SARS-CoV-2 results from the direct nasal swab
were compared to results from the NP or OP swab in UVT tested with an Emergency Use Authorized
molecular (RT-PCR) test for detection of SARS-CoV-2.

2 Will be updated shortly to include the performance in asymptomatic individuals.
3Symptoms included new loss of taste or smell, fever, shortness of breath or difficulty breathing, headache, cough, sore throat,
muscle pain, chills and repeated shaking with chills.
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Tabel 2: Summary of the Performance of the BD Veritor System for Rapid Detection of SARS-CoV-2 compared to RT-

PCR for Nasal Swabs
Refarance PCR Results

BD Ventor Results POS NEG Total
POS 29 1 30
NEG 2 152 154
Total 31 163 184
PPA: 93.5% (C.I. 79.3%-98.2%) PPV.96.7% (C.1. 84.7%, 99.9%)

NPA: 99.3% (C.1. 96.4%—99.9%) NPV.98.7% (C.I. 95.9%, 99.6%)

OPA- 98 4% (C I 95.3%-09 4%)

h) Risk Management

The Risk Management plan was successfully executed through the assessment of product risk through the
generation of the following risk assessment tools: Hazard Analysis and Process FMEAs. These tools were
used to identify and verify risk control measures

All risks have been deemed acceptable.

4 Becton Dickinson and Company, located at 7 Loveton Circle, Sparks, Maryland 21152, USA, is the Legal Manufacturer of
below products:

e 256082 BD Veritor™ System for Rapid detection of SARS-CoV-2
e 256089 BD Veritor™ System for Rapid detection of SARS-CoV-2

Both references apply to the same product, sold by BD under reference # 256082 on the Worldwide market and under
reference # 256089 for the ex-US market. Therefore the risk management documentation that mentions the BD product with
reference # 256082 is also applicable to the BD product with reference # 256089.
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Kit components: Identification, Packaging & Labeling of BD Veritor™ System for

Rapid Detection of SARS-CoV-2

i. Outer Box
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Figure 2: drawing of the box of BD Veritor™ System for Rapid Detection of SARS-CoV-2
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Figure 3: Shelf Pack Label BD Veritor™ System
for Rapid Detection of SARS-CoV-2
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Figure 4: Barcade Label - BD Veritor™ System
for Ropid Detection of SARS-CoV-2
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ii. Test Device

Figure 5: Picture of BD Veritor System Test Devices

2.625" —j

2 BD Veritor™ System a
1 SARS-CoV-2 Device c € g
b':‘:.,"‘.‘,‘;,i”.;f.‘:m%:‘;““ 17« Specific lot/ Exp
=y :
ecton in 27 added at time
S;lmh Mllylmlﬂl'lSZ USA gu&rﬂ:ﬁ;,:tmbﬂw - Of printing
' wznon 130 =
Figure 6: Pouch label BD Veritor™ SARS-CoV-2 Device
iii. Extraction reagent
Figure 8: Picture of extraction
tube holder
Figure 7: Picture of Extroction
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Figure 9: pouch label of Extraction reagent
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Figure 10: Picture of Specimen sampling swabs

v. Control swabs

Figure 11: Picture of SARS-CoV-2 (+) Control Swab ond SARS-CoV-2 (-) Control Swab
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Figure 13: pouch label positive control swab
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vi. Assay documentation
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Figure 14: Instructions for Use assembly for the BD Veritor™ System for Rapid Detection of SRAS-
Col/-2
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Figure 15: Quick reference instruction card for the BD Veritor™ System for Rapid Detection of
SRAS-CoV-2
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& BD Veritor™ System for Rapid Detection of SARS-CoV-2
Proper Nasal Swab Sample Collection

256089

1

The BD Veritor System
SARS-CoV-2 Kit

includes swabs for
nasal specimen
collection.

Carefully insert the swab into one Using the same swab. fepeat Withdiaw the swab fiom the
nostril The swab tip should be this process for the other nastril nasal cavity, The sample b now
nserted up 10 2.5 am (1 inch) from 1o ensure that an adequate ready for processing using the
the edge of the nostri. Roll the sample 1s collected from both BD Veritor System SARS-CoV-2 kit
swab S times along the mucosa nasal cavities.
inside the nostrils 10 ensure that
both mucus and cells are colected. c € [ivD]

Do's and Don'ts of Sample Collection
= Do coliect sample 03 300 a3 possible after onset of symptoms al Beocton. Dickinson and Company [EETRr senex Lintes
« Do test sample immediately. iyl ™ Loy Hi s Loy
i b siioer o TN Sparks, Maryland 21152 U o Dutin, nelarct
« Refer to: Loboratory support for COVID-19 in the EVEEA at BD. the 0 Logo. and Verttor are trademasks of Becton. Dicknian and Company
europa o ppor o ts affibotes. © 2020 BD. Al rights reserved
For further your vist bd com EE y 12602001
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Figure 16: Proper Nasal Swab sample Collection for the BD Veritor™ System for Rapid Detection of
SRAS-CoV-2
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3. Use of the BD Veritor™ System for Rapid Detection of SARS-
CoV-2 as a Self-Test

BD Veritor™ System for Rapid Detection of SARS-CoV-2 (catalog number 256089) was used without the
BD Veritor™ Plus Analyzer in a study with objective to evaluate the performance of self-testing using
rapid antigen detection Tests (RDT) without assistance. For more details, please consult the
publication® Self-testing for the detection of SARS-CoV-2 infection with rapid antigen tests. J.J.J.M.
Stohr et al. 2021

a) Study design and participants

This manufacturer-independent cross-sectional study was conducted from December 23, 2020, to
January, 17, 2021, in the test center of the Municipal Health Services in Tilburg, Noord-Brabant, the
Netherlands. In the Netherlands community testing for SARS-CoV-2 is coordinated by the MHS. Adults
above the aged 18 years or older who presented at the test center, were able to understand the written
instructions in Dutch {see Attachment 4: Instructions for the use of the BD Veritcr™ System for Rapid
Detection of SARS-CoV-2 with BD catalog number 256089 as self-test) and provided verbal informed
consent procedure and contact information (e-mail address and telephone number) were deemed for
inclusion.

b) Method
Participants visiting a municipal SARS-CoV-2 testing center, received self-testing kits containing either
the BD Veritor System (BD RDT) or Roche SARS-CoV-2 antigen detection test (Roche RDT).
QOronasopharyngeal swabs were collected from the participants for gRT-PCR testing. As a proxy for
contagiousness, viral culture was performed on a selection of gRT-PCR positive samples to determine
the Ct-value at which the chance of a positive culture was dropping below 0.5 (Ct-value cut-off).
Sensitivity and specificity of self-testing were compared to gRT-PCR with a Ct-value below the Ct value
cut-off. Determinants independently associated with a false-negative self-test result were determined.

Participants received a self-testing package containing either a BD RDT or a Roche RDT, a flocked swab,
a foldable cardboard test frame, and a written and illustrated booklet including general information
(see Attachment 4: Instructions for the use of the BD Veritor™ System for Rapid Detection of SARS-
CoV-2 with BD catalog number 256089 as self-test) on the study and an instruction on how to collect a
mid-turbinate nasal sample, how to perform the test and how to interpret the test result. This
instruction included a QR-code link to a two-minute online video illustrating mid turbinate self-
sampling and self-testing using the BD RDT (http://www.corona-test-instructies.nl/) and Roche RDT
{(http://www.coronatest-instructies.nl/)

c) Results
A total of 3,215 participants were included (BD RDT n=1604; Roche RDT n=1611). Sensitivity and
specificity of self-testing compared to the qRT-PCR results with Ct-value below the Ct-value cut-off was
78.0% (95% Cl:72.5-82.8) and 99.4% (95%Cl: 99.0-99.6} respectively. Determinants independently
associated with a false-negative self-testing results were: higher age, low viral load and finding self-
testing difficult.

®J.J.J.M. Stohr, V. F. Zwart, G. Goderski, INEEEZMM, C. R.S. Nagel-iImming,

EEEA, 5. D. Pas, F. van den Oetelaar, M. Hellwich, K. H. Gan, INIEEEZEEM, J.). Verweij, J. L. Murk, W.

van den Bijllaardt, J. A. J. W. Kluytmans. Self-testing for the detection of SARS-CoV-2 infection with rapid antigen tests.
Available from: https://www.medrxiv.org/content/10.1101/2021.02.21.21252153v1
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d) Survey on usability
Participants were asked to respond to statements regarding the self-test procedure. The survey
provides information on: ease of use, confidence in result interpretation, recommend self-testing,
education level, watched video instruction, Instructions for Use were clear, confident in performing the
nose sampling properly, confident in performing the RDT properly, would use this Rapid Test again.

e) Conclusion of this study
Self-testing using currently available RDT’s has a high specificity and relatively high sensitivity to identify
individuals with a high probability of contagiousness. The performance of two tests were comparable.
This application has the potential for frequent and extensive testing which may be an aid to lift
restrictions to society while controlling the spread of SARS-CoV-2.

4. Equivalency between BD Veritor™ System for Rapid Detection of
SARS-CoV-2 and BD Kit for Rapid Detection of SARS-CoV-2

The BD Kit for Rapid Detection of SARS-CoV-2 (catalog number 256091) test device has the same
formulation, is produced by an identical process as the BD Veritor™ System for Rapid Detection of
SARS-CoV-2 (catalog number 256089) and uses the same antibodies. Only the reading and result
interpretation of the devices are different. The BD Kit for Rapid Detection of SARS-CoV-2 is interpreted
visually whereas the BD Veritor™ System for Rapid Detection of SARS-CoV-2 is interpreted by the BD
Veritor™ Plus Analyzer system.

Because the devices are functionally the same, the analytical studies (cross reactivity, endogenous
interfering substances, microbial interference, reproducibility and high dose hook effect) for the
validation of BD Veritor™ System for Rapid Detection of SARS-CoV-2 test also apply to the BD Kit for
Rapid Detection of SARS-CaV-2 visual read test. The clinical evaluation included both visual and BD
Veritor Plus Analyzer read interpretation methods and showed equivalent clinical performance by both
interpretation methods.

Page 16 of 172

The information contained in this document is Legally Privileged & confidential and the property of
Becton Dickinson. Unauthorised use or disclosure is prohibited



1251371

Derogation Request for BD Veritor™ System for Rapid Detection of
SARS-CoV-2 and BD Kit for Rapid Detection for Rapid Detection of SARS-CoV-2 to
be used as a self-test

5. Product information BD Kit for Rapid Detection of SARS-CoV-2

a) Product Name
BD Kit for Rapid Detection of SARS-CoV-2

b) Product Reference

256091

¢) Product Picture

Figure 17: picture of BD Kit for Rapid Detection of SARS-CoV-2

d) Listing on “A common list of COVID-19 rapid antigen tests” agreed by the
Health Security Committee

The BD Kit for Rapid Detection of SARS-CoV-2 {256091) is not included in the most recent version of
“A common list of COVID-19 rapid antigen tests” (Feb 17, 2021) agreed by the Health Security
Committee. Please note that both devices showed equivalent clinical performance as explained in
section 4 and is CE marked to the IVD Directive 98/79/EC.

e) Intended purpose

The BD Kit for Rapid Detection of SARS-CoV-2 is a chromatographic immunoassay intended for the
direct and qualitative detection of SARS-CoV-2 nucleocapsid antigens in nasal swabs from individuals
who are without symptoms, or with symptoms, who are suspected of SARS-CoV-2 infection by their
healthcare provider.

Visually read results are for the identification of SARS-CoV-2 nucleocapsid antigen. This antigen is
generally detectable in upper respiratory samples during the acute phase of infection. Positive results
indicate the presence of viral antigens, but clinical correlation with patient history and other diagnostic
information is necessary to determine infection status.

The BD Kit for Rapid Detection of SARS-CoV-2 is intended for use in point of care settings by healthcare
professionals or trained users specifically instructed in the use of the BD Kit for Rapid Detection of
SARS-CoV-2 and proper infection control procedures. For more detailed information, please see
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Attachment 5: Instructions for Use of the BD Kit for Rapid Detection of SARS-CoV-2

f) Principle of procedure

When specimens are processed and added to the test device, SARS-CoV-2 antigens present in the
specimen bind to antibodies conjugated to detector particles in the test strip. The antigen-conjugate
complexes migrate across the test strip to the reaction area and are captured by lines of antibodies
bound on the membrane.

g) Clinical performance of BD Kit for Rapid Detection of SARS-CoV-2

The performance of the BD Kit for Rapid Detection of SARS-CoV-2 has been demonstrated in two
studies. The first study is evaluated performance in symptomatic individuals and the second study
assessed performance in asymptomatic individuals.

Study 1

In the symptomatic study, clinical performance of a visually-read assay was established with 319 direct
nasal swabs prospectively collected and enrolled from individual symptomatic patients who were
suspected of COVID-19 (within 5 days of onset of two or more self-reported symptoms®). Eligible
subjects were 18 years or older and samples were collected by qualified personnel from 21
geographically diverse areas across the United States. Nasal swabs were collected following the dual
nares method and handled as described in the collection device instructions for use. Specimens were
frozen within 30 minutes of collection. All specimens within a pre-specified date range were selected
and sequentially tested in a blind fashion. The BD Kit for Rapid Detection of SARS-CoV-2 was analyzed
by visually reading the test device. The participants were blinded to the comparator result and recorded
their observations manually. After every 50 specimens, a different participant performed the visual
interpretation. Overall, there were seven different participants reading the devices. The performance
of the BD Kit for Rapid Detection of SARS-CoV-2 was compared to results of a nasopharyngeal swab
stored in 3 mL viral transport media tested with an Emergency Use Authorized molecular (RT-PCR) test
for detection of SARS-CoV-2.

Table 3: Summary of the Performonce of the BD Kit for Ropid Detection of SARS-CoV-2 Compared to RT-PCR for
nasal swabs in Symptomatic Individuals

Reference PCR Results
BD Visual Results POS NEG Total
POS 51 i 52
NEG 5 262 267
Total 56 263 319
PPA: 91.1% (C.I. 80.7%—96.1%) PPV:98.1% (C.I. 90.7%—99.9%)
NPA: 996% (C 1. 97.9%-99.9%) NPV: 98.1% (C.1. 96.0%—99.4%)

OPA: 98.1% (C 1. 96.0%—99.1%)

& symptoms included: new loss of taste or smell, fever, shortness of breath or difficulty breathing, diarrhea, GI
upset, headache, extreme tiredness, fatigue, weakness, dry cough, sore throat, runny or stuffy nose, nasal
congestion, muscle aches, bedy aches, chills, repeated shaking with chills
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Study 2

In the asymptomatic study, performance was established with 370 direct nasal swabs prospectively
collected and enrolled from individual asymptomatic patients who were receiving testing for COVID-
19. Eligible subjects were all ages and samples were collected by qualified personnel from 3
geographically diverse outpatient clinics in the United States. Nasal swabs were collected following the
dual nares method and handled as described in the collection device instructions for use. Specimens
were stored frozen within 30 minutes of collection and stored until tested. All specimens within a pre-
specified date range were selected and then sequentially tested in a blinded fashion. The BD Kit for
Rapid Detection of SARS-CoV-2 was analyzed by visually reading the test device. Each device was read
visually by a participant. The participant was blind to the comparator results. Overall, there were five
different participants reading the devices. The performance of the BD Kit for Rapid Detection of SARS-
CoV-2 was compared to results of a nasal swab stored in 3 mL viral transport media tested with an
Emergency Use Authorized molecular (RT-PCR) test for detection of SARS-CoV-2. Using the cycle
threshold (Ct) from the comparator assay, performance is presented overall and by Ct<33 to
demonstrate that positive agreement of the assay is higher with samples below this threshold. A lower
Ct value corresponds to higher virus concentrations, therefore Ct value can be a surrogate for the
amount of virus present in the sample. A Ct threshold of Ct£33 was chosen due to evidence suggesting
that patients with Ct value >30 are no longer contagious.

Table 4: Summary of the Performance of the BD Kit for Rapid Detection of SARS-CoV-2 compared to RT-PCR for
Nasal Swabs in Asymptomatic Individuals

Reference PCR Results
BD Visual Results POS NEG Total
POS 13 2 13
NEG 7 348 355
Total 20 350 370

OPA- 97.6% (C.I. 95.4%-98.7%)
PPV: 86.7% (C.1. 64.8%—98.5%)
NPV: 98.0% (C.I. 86.7%—99.1%)
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h) Risk management
The Risk Management plan was successfully executed through the assessment of product risk through
the generation of the following risk assessment tools: Hazard Analysis and Process FMEAs. These tools
were used to identify and verify risk control measures. 5.1.1¢

All risks have been deemed acceptable.

i) Kit components: Identification, Packaging & Labeling of BD Kit for Rapid
Detection of SARS-CoV-2

The differences in the Identification, Packaging & Labeling of the BD Kit for Rapid Detection of SARS-
CoV-2 (catalog number 256091) and the BD Veritor™ System for Rapid detection of SARS-CoV-2
{catalog number 256089) are listed below:

e Update of labels and box to include Product Reference 256091

e addition of N on the Test Device
e update of associated assay documentation (IFU and Quick Reference guides) explaining the
visually read method
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i. Outer box labeling — changed to include product reference for 256091
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Figure 18: Drawing of outer box BD Kit for Rapid Detection of SARS-CoV-2
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Figure 19: Shelf Pack Label BD Kit for Figure 20: Barcode Label BD Kit for Rapid
Rapid Detection of SARS-CoV-2 Detection of SARS-CoV/-2

ii. Test Device — Addition of N (Non Specific Line)

The difference hetween the test device included in the BD Veritor™ System for Rapid
Detection of SARS-CoV-2 (catalog number 256089) and the BD Kit of Rapid Detection of SARS-
CoV-2 (catalog number 256091) is the addition of the N (indication for Non Specific line) on
the test device. Please see picture below, indication with green arrow. The addition of the Non
Specific Line helps the user to understand when test results are considered invalid. The test
included in the BD Kit of Rapid Detection of SARS-CoV-2 (catalog number 256091) is
considered invalid when the Non Specific line is present or when the Control line (C) is absent.
In this case, the test must be repeated. If the result is still invalid, the specimen cannot be
interpreted.
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Figure 21: Picture of test device BD Kit for Rapid Detection of SARS-CoV-2
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Figure 22: Foil Pouch Label BD Kit for Rapid Detection of SARS-CoV-2, Device

iii. Extraction reagent, sampling swabs, control swabs
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Specific lot / Exp
added at time
of printing.

Identical to BD Veritor™ system for Rapid Detection of SARS-CoV-2. Please see section 2.0 for
pictures and labels of BD Veritor™ system for Rapid Detection of SARS-CoV-2
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iv. Assay Documentation

&BD Kit For Rapid Detection of SARS-CoV-2
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Figure 23: Instructions for Use assembly for the BD Kit for Rapid Detection of SARS-CoV-2 with BD catalog
number 256091
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a BD Quick Reference Instructions 256091
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Figure 24: Quick Reference Guide BD Kit for Rapid Detection of SARS-CoV/-2

& BD Kit for Rapid Detection of SARS-CoV-2

Proper Nasal Swab Sample Collection

256091

1

The BD Kit for Rapid
Detection of
SARS-CoV-2 includes
swabs for nasal
specimen collection.

Carefully insert the swab into one Using the same swab, repeat Withdraw the swab from the
nostril. The swab tip should be this pracess for the other nostril nasal cavity. The sample is now
inserted up to 2.5 am (1 inch) from to ensure that an adequate ready for processing.

the edge of the nostril. Roll the sample is collected from both
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Figure 25: Quick Reference Guide proper Nasal Swab Sample Collection BD Kit for Rapid Detection of SARS-
Col-2
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6. Use as Self-Test of the BD Kit for Rapid Detection of SARS-CoV-2

BD Veritor™ System for Rapid Detection of SARS-CoV-2 (Catalog number 256089) was used without the
BD Veritor™ Plus Analyzer in a study with objective to evaluate the performance of self-testing using
rapid antigen detection Tests (RDT) without assistance.

The BD Kit for Rapid Detection of SARS-CoV-2 (catalog number 256091) test device has the same
formulation, is produced by an identical process as the BD Veritor™ System for Rapid Detection of
SARS-CoV-2 (catalog number 256089) and uses the same antibodies. Only the reading and result
interpretation of the devices are different. The BD Kit for Rapid Detection of SARS-CoV-2 is interpreted
visually whereas the BD Veritor™ System for Rapid Detection of SARS-CoV-2 is interpreted by the BD
Veritor™ Plus Analyzer system. (See section 4 Equivalency between BD Veritor™ System for Rapid
Detection of SARS-CoV-2 and BD Kit for Rapid Detection of SARS-CoV-2.)

As the Self-Test study referenced in Section 3 was performed with the BD Veritor™ System for Rapid
Detection of SARS-CoV-2 but without the use of the BD Veritor™ Plus Analyzer, we consider the results
of the publication’ also valid for the BD Kit for Rapid Detection of SARS-CoV-2.

naive reader testing
In addition, BD has evaluated the analytical performance of the BD Kit for Rapid Detection of SARS-

CoV-2 by having 11 inexperienced operators perform the test. Results are incorporated in the
Instructions for use of the BD Kit for Rapid Detection of SARS-CoV-2, see Attachment 5: Instructions for
Use of the BD Kit for Rapid Detection of SARS-CoV-2.

Risk assessment regarding self-testing
The benefit/risk assessment includes risks that are also relevant when the product is used as self-test.

The risk of swallowing the test device, the processing tube and cap were evaluated and mitigated either
through product design or available assay documentation.

7 1. J.J.M. Stohr, V. F. Zwart, G. Goderski, [EKEZE, C. R.S. Nagel-imming,

EEEA, 5. D. Pas, F. van den Oetelaar, M. Hellwich, K. H. Gan, INIEEEZEEM, J.). Verweij, J. L. Murk, W.

van den Bijllaardt, J. A. J. W. Kluytmans. Self-testing for the detection of SARS-CoV-2 infection with rapid antigen tests.
Available from: https://www.medrxiv.org/content/10.1101/2021.02.21.21252153v1

Page 25 of 172

The information contained in this document is Legally Privileged & confidential and the property of
Becton Dickinson. Unauthorised use or disclosure is prohibited



1251371

Derogation Request for BD Veritor™ System for Rapid Detection of
SARS-CoV-2 and BD Kit for Rapid Detection for Rapid Detection of SARS-CoV-2 to
be used as a self-test

7. Definition of the Self-Test product and the differences with the

existing professional use devices

Product
The SARS-CoV-2 self-test device marketed in The Netherlands will be based on the existing professional
use devices:

¢  BD Veritor™ system for Rapid Detection of SARS-CoV-2 {catalog number 256089) as defined
in section 2 Product information BD Veritor™ System for Rapid Detection of SARS-CoV-2 or

e BD Kit for Rapid Detection of SARS-COV-2 {catalog number 256091) as defined in section 5
Product information BD Kit for Rapid Detection of SARS-CoV-2.

Future differences between the self-test product and the existing professional use devices

Quantity of tests

A kit of 30 Test Devices is currently already available, but boxes including less Test Devices will be made
available to facilitate distribution of self-tests to individual users or families.

Nasal swab specimen collection
The current product includes clear indication in the Instructions For Use (IFU) and a quick reference

guide on how to collect specimen with a nasal swah. In future, the lay man IFU will include a step by
step approach on how to collect specimen using a nasal swab. In addition, BD is evaluating the current
swab design for inclusion of indication of the insertion depth.

Control swabs
Control swabs will not be included in the kits for self-testing.

Extraction tube holder
The extraction tube holder (3 each) currently included in the kit has space for 10 tubes. Currently the
possibility of including a smaller extraction tube holder is being evaluated.

Lay man instructions for use
An instruction for use in Dutch, based on the leaflet provided for the self-test Study referenced in
Section 3, will be made available.

Quick Reference Guides
Quick reference guides will not be included in the self-test product as everything will be explained step
by step in the lay man IFU.
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8. Regulatory pathway to self-test

CE marked for professional use

BD Veritor™ System for Rapid Detection of SARS-CoV-2 (catalog number 256089) and the BD Kit for
Rapid Detection of SARS-CoV-2 (catalog number 256091) are CE marked to the European In Vitro
Diagnostic Medical Device directive 98/79/EC for professional use following the Conformity
Assessment Procedure laid out in Annex Il of the IVD Directive®.

Conformity Assessment for use as self-test by Notified Body

Beginning of this year, BD has been in contact with several Notified Bodies (NB) to understand if it is
possible to make a submission for the certification of a SARS-CoV-2 self-test under the IVDD. At least 2
NBs pointed out that they weren’t accepting such submissions.

During the last month, the environment has rapidly changed as governments are looking for a safe
strategy to lift confinement restrictions. Self-tests play a vital role in such strategy. Today NBs are more
open to accept submissions of SARS-CoV-2 self-tests under the IVDD and BD has been able to initiate
discussions with a NB in order to start the procedure for the devices to be certified for use as Self-
Tests.

In case we receive the CE certification of the above mentioned devices, BD will notify IG) and YWS/GMT

via [IINININEGEEEE minvws.nl.
BD acknowledges that every derogation will be made public through Rijksoverheid.nl.

Derogation requests
Today, no other European Member State has granted a derogation to market the BD Veritor™ System

for Rapid Detection of SARS-CoV-2 (catalog number 256089) or the BD Kit for Rapid Detection of
SARS-CoV-2 (catalog number 256091) as self-tests.

% see Attachment 1: Declaration of Conformity of BD Veritor™ System for Rapid Detection of SARS-CoV-2 with BD
catalog number 256089, Attachment 2; Declaration of Conformity of BD Kit for Rapid Detection of SARS-CoV-2
with BD catalog number 256091, Attachment 6: Essential Requirement Checklist for the BD Veritor™ System for
Rapid Detection of SARS-CoV-2 with BD catalog number 256089 and Attachment 7: Essential Requirement
Checklist for the BD Kit for Rapid Detection of SARS-CoV-2 with BD catalog number 256091
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9. Conclusion

Based on the provided dossier, BD requests a derogation to market the devices mentioned below to be
used as self-tests in The Netherlands.

e  BD Veritor™ System for Rapid Detection of SARS-CoV-2 (catalog number 256089) packed with a
lay man IFU in Dutch and

e  BD Kit for Rapid Detection of SARS-CoV-2 (catalog number 256091) packed with a lay man IFU in
Dutch and

e asmaller pack size of the BD Veritor™ System for Rapid Detection of SARS-CoV-2 (catalog
number 256089) with the differences as listed in section 7 Definition of the Self-Test product and
the differences with the existing professional use devices, and

¢ asmaller pack size of the BD Kit for Rapid Detection of SARS-CoV-2 (catalog number 256091)
with a lay man IFU with the differences as listed in section 7 Definition of the Self-Test product
and the differences with the existing professional use devices
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Attachment 1: Declaration of Conformity of BD Veritor™ System for Rapid Detection of SARS-
CoV-2 with BD catalog number 256089

& BD Declaration of Conformity

Manufacturer  Becton, Dickinson and Company
7 Loveton Circle
Sparks, MD 21152 USA
Authorized  BENEX Limited
Representative pottery Road, Dun Laoghaire,
Co. Dublin, Ireland
Tel. : + 353.1.202.5222
Fax : + 353.1.202.5388

Conformity
Assessment IVD Directive 98/79/EC, Annex Il
Procedure
y Product Name |  Cat. No.
Product(s): BD Veritor™ System for Rapid Detection of SARS-CoV-2 256089

We hereby declare that the above mentioned product(s) comply with the European
In Vitro Diagnostic Directive and its relevant transposition into national laws of
the member states into which we place the devices. This declaration is issued

under the sole responsibility of Becton, Dickinson and Company.

Date
Name and Authority

September 22,2020 ___

Signature
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Attachment 2: Declaration of Conformity of BD Kit for Rapid Detection of SARS-CoV-2 with BD
catalog number 256091

& BD Declaration of Conformity

Manufacturer Becton, Dickinson and Company
7 Loveton Circle
___ Sparks, MD 21152 USA
Authorized BENEX Limited
Representative  pottery Road, Dun Laoghaire,
Co. Dublin, Ireland
Tel. : + 353.1.202.5222
Fax : + 353.1.202.5388

Conformity
:sse::ment IVD Directive 98/79/EC, Annex Il
rocedure
- Product Name Cat. No.
Product(s): BD Kit for Rapid Detection of SARS-CoV-2 256091

We hereby declare that the above mentioned product(s) comply with the European
In Vitro Diagnostic Directive and its relevant transposition into national laws of
the member states into which we place the devices. This declaration is issued
under the sole responsibility of Becton, Dickinson and Company.

Date
Name and Authority

Signature
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Attachment 3: Instructions for Use of the BD Veritor™ System for Rapid Detection of SARS-CoV-2
with BD catalog number 256089

FLAS (REF| 253060
[ivD] S0050800(03)
c € i @ IJ e T

Veritor™ System
For Rapid Detection of SARS-CoV-2

For use under an Emergency Use Authorization only in the United States

a Pages 2- 15
Q) seitente-20
Q@ rigrasai-s
0 Fages 48 - 80
° Pagine 61 -75
° Sidoma 78 - 80

EI bd.com/fe-labeling

d Becton, Dickinson and Company
7 Loweton Circle
Sparks, Maryland 21152 USA

| EC [REP| Benex Limited
Pottery Road, Dun Laoghaire
Co. Dublin, Ireland

Australian Sponsor:
Becton Dickinson Pty Ltd
36 Waterioo Road
Macquarie Park NSW 2113
Australia

Mew Zealand Sponsor:
Becton Dickinson Limited
14B George Bourke Drve
Mt. Welington Auckland 1060
New Zealand

BD, the BD Loge, and Veritor are trademarks of Becton, Dickinson and
Company or its afiliates. All other trademarks are the property of their
respective owners. @ 2020 BD. AN rights resenved.
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& BD Veritor™ System Engissh
For Rapid Detection of SARS-CoV-2

Kit configured for testing nasal swab les freshily coll d, pr d and di d directly onto
assay test device

For In Vifro Diagnostic Use.

For use with the BD Veritor™ Plus Analyzer running firmware version 5 4 or later
For use under an Emergency Use Authorization only in the United States.
Please read these instructions completely before beginning to test specimens.

INTENDED USE

The BD Veritor™ System for Rapid Detection of SARS-CoV-2 isa ch graphic digital im ay i ded for the
direct and qualiative detection of SARS-CoV-2 nucieocapsid antigens in nasal swabs from indviduals who are suspected
of COVID-12 by ther healthcare provider within the first five days of the onset of symptoms. In the United States, testing
is limited to laboratories certified under the Clinical Lab: y Impr Amer of 1888 (CLIA). 42USC.
52633, that meet the reguirements to perform moderate, high, or waived complexity tests. This test 5 authorized for

use at the Paintof Care (POC), ie., in patient care settings operating under a CLIA Certificate of Waiver, Certificate of
Compliance, or Certificate of Accreditation.

Results are for the identification of SARS-CoV-2 nucleocapsid antigen. This antigen is generally detectable in upper
respiratory samples during the acute phase of infection. F'Dsmve results indicate the presence of viral antigens, but
clinical comelation with patient history and other d ir 1is y to determine infection status. Positive
results do not rule out bacterial in‘ection o co-infection wih other viruses. The agent detected may not be the definite
cause of diseass. Laboratories within the United States and its temitories are required to report all positive results to the
appropriate public health authorities.

Negative results should be treated as presumptive, do not rule out SARS-CoV-2 infection and should not be used as the
sole basis for treatment or patient management decisions, including infection contrel decisions. Negative results should
be considered in the context of a patient's recent exposures, history and the presence of clinical signs md symptoms
consistent with COVID-18, and confirmed with a molecular assay. if y. for patient o

The BD Veritor System for Rapid Detection of SARS-CoV-2 is intended for use in point of care settings by laboratory
personnel and healthcare providers appropriately trained in the use of the BD Ventor System. In the United States,

the BO Vesitor System for Rapid Detection of SARS-CaV-2 is only for use under the Food and Drug Administration’s
Emergency Use Authorization.

SUMMARY AND EXPLANATION OF THE TEST

A novel coronavirus (2018-nCoV) was identified in December 2018, " which has resulted in hundreds of thousands of
confimed human infections woridwide. Cases of severe @iness and deaths have been reported. On February 11, 2020
the intemational Commifttes for Taxonomy of Viruses (ICTV) renamed the virus SARS-CoV-2.
mmmmmsmuummnap!wm symptoms estimated to be present within

12 days of infection. The symptoms of COVID-18 are similar to other viral respiratory diseases and include fever. cough,

and shoriness of breath.
The BD Veritor System for Rapid Detection of SARS-CoV-Z is a rapid {approximately 15 minutes) chromatographic digital
immunoassay for the direct 1 of the pr or of SARS-CoV-2 antigens in respiratory specimens

taken from patients with signs and symptoms who are suspected of COVD-18. The test is intended for interpretation

m both laboratory and near patient testing enurcnments only with the BD Ventor Pius Analyzer Instrument The test

is not intended 1o be interpreted visually. Procedures to evaluate test devices depend on the BD Veritor Plus Analyzer
workflow configuration chosen. In Analyze Now mode. the instrument evaluates assay devices after manual timing of
their development In Walk Away mode, devices are inserted mmediately after ication of the i and timing
of assay pment and i rsm Adumma"y connemmufaBDerPmsAnalyaEfmamorlT
system is possible f desired. Additional result docur ible with the integration of a BD Veritor
Barcode Scanning Enabled module. Please refer to the BD Vemor PhsAnalyz:ef Instructions for Use for details on how to
mplement thess features.

PRINCIPLES OF THE PROCEDURE
The BD Veritor Syslem msnsb ofa dedu:abed epmo-decirumr. nberprelmn instrument and immunochromatographic

assays for the qual ion of ic onganisms in samples processed from respiratory
specimens. The BD Veritor System for Rapid De'mon nfSA:RS—Go‘u'z is designed to detect the presence or absence of
SARS-CoV-2 nucl id proteins in resp Y from pati with signs and symptoms of infection who are

suspected of COVID- 18. When specimens are proeessed and added to the test device, SARS-CoV-2 antigens present
in the specamen bind to antibodies conjugated to detector particies in the test strip. The antigen-conjugate compliexes
migrate across the fest strip fo the reaction area and are captured by a line of antibodies bound on the membrane. A
positive result is determined by the BD Veritor Plus Anafyzer when antigen-conjugate is deposited at the Test T~ position
and the Control “C” position on the assay device. The instrument analyzes and comrects for non-specific binding and
detects itives not zed by the ided eye to prowide an chjective result
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REAGENTS
The following components are included in the BD Vertor System for Rapid Detection of SARS-CoV-2 kit
Materials Provided:
KIT COMPONENT | GUANTITY DESCRIPTION
BD Veritor System 30 single use test devices Foil pouched test device containing one reactive
Test Devices strip. Each strip has one line of murine anti-SARS

coronavires menocional antibody on the test line,
and one of biotin coupled to bovine protein on the
positive control line. Murine and Leporine anti-SARS
corenavirus and anti-biotin monocional antibodies
conjugated to detector reagents are bound i the
sample delivery ansa.

Extraction Reagent 30 single use reaction tubes, each with | Detergent solution with less than 0.1% sodium
325 pL extraction reagent and having | azide |preservative).
an integral dispensing tip

Specimen sampling 30 sterde. single use specimen sampiing | For sample collection and transfer.

swabs swabs

SARS-CoV-2 (+) 1 each — individually wrapped for Non-infectious, recombinant viral protein antigen
Control Swab single use with less than 0.1% sodium azide.

SARS-CoV-2 (-) 1 each — individually wrapped for Buffer with less than 0.1% sodium azide.
Control Swab single use

Assay documentation | 1 each - Instructions for use
1 each - Quick reference nstruction card
1 each - Nasal sampling instructions

MATERIALS REQUIRED BUT NOT PROVIDED OPTIONAL EQUIPMENT
= BD Vertor™ Plus Analyzer (Catalog number 258086) = USE Printer cable for BD Vertor Plus Analyzer
- BD Veritor™ System InfoScan Module (Catalog number 4£3207)
(Catalog Number 255068)" = Epson Printer model TM-T20 I
= Timer = BD Veritor™ Plus Connect {contact your
- Tube rack for specimens BD representative for details)
= Any y personal pr ive equipment

* if necessary to configure instrument display language

WARNINGS AND PRECAUTIONS

1. Forin vitro diagnostic use. Only for use under an Emergency Use Authorzation in the United States.

2. In the USA, this test has not been FDW cleared or approved; Sus test has been authonzed by FDA under an EUA for
use by authorized laboratories; use by laboratories certified under the CLIA, 42 U.S.C. §2823a, that meet requirements
to perform moderate, high, or waived complexity tests and at the Point of Care (POC), ie., in patient care settings
operating under a CLIA Certficate of Waiver, Certificate of Compliance, or Certficate of Accreditation.

3. This test has been authorized only for the detection of proteins from SARS-CoV-2, not for any other vinuses or pathogens;
and, in the USA, this test is anly authorized for the duration of the dediaration that circumstances exist justifying the
authorization of emergency use of in vito diagnostics for detection andior diagnosis of the virus that causes COVID-18
under Section 584{b){1) of the Act. 21 U.S.C. § 360bbb-3(b)(1). unless fhe authorzation is termmnated or revoked sooner

4. Do notuse this kit beyond the expiration date printed on the outside carton.

5. Do notuse the kit fo evaluate patient specimens if either the positive control swab or negative control swak fai to
give expected resufts.

8. Test results are not meant to be visually determined. Al test results must be determined using the

BD Veritor Plus Analyzer.

To avoid erroneous results, specimens must be processed as indicated in the assay procedure section.

Do not reuse any BD Veritor System test device or kit components.

2. Do not use extraction reagents from other BD Veritor assay kits as assay performance could be affected.

10. When collecting a nasal swab sample, use the nasal swab supplied in the kit

11. Other than the swabs used for specimen colection, kit components should not make contact with the patient.

12. Proper specimen collection. storage and transport are critical to the performance of this test.
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13. Specific training or guidance is recor ded if operators are not exp d with speci ion and
handling procedures. Wear.,. lothing such as | ¥ coats, disposable gloves, and eye protection when
p 15 are

14. Pathogenic mk gani including hepalitis viruses and Human Immunodeficiency Virus, may be present in

ciinical specimens. Slanﬂard pnecaununs and institutional guidelines should always be followed in handling, storing,
and dizpozing of all specimens and all #em= contaminated with biood or other body fluids.

156, The SARS-CoV-2 posite control swabs have been prepared from recombinant viral proteins and do not contain
infectious material.

10. Dispose of all BD Veritor kit components (lest devices, reagents, and conbrol swabs) as bichazardous wasie in
accordance with federal, state, and local requirements,

17. Reagents contain sodium azide, which is harmful # inhaled, swallowed or exposed to skin. If there is contact with skin,
wash immediately with plenty of water. Contact with acids produces very toxic gas. Do not flush reagents down the drain.

18. Test devices used in 3 laminar flow hood or in areas with high air flow should be covered during test development to
ENsure proper szmple flow.

1B. For i ion on hazard , safety, handling and dispozal of the components within this kit, please
refer to the Safety Data Sheet (SDS) locabed mbd com.

STORAGE

Kits may be stored at 2-30 “C. DU NOT FREEZE. Reagents and devices must be at room temperature (13-30 °C)

when used for testing.

SPECIMEN COLLECTION AND HANDLING

S pecit C ion and Prep

Acceptable specimens for testing with this kit |ndude nasal swab speclmens Dbtalrled by the nua nares collection

method. It is essential that comect sp and p: obtained sarly

during symptom onset will contain the highest viral titers; spe«:mms obtained :ﬂErﬁwe days uf symptoms are more
likely to produce negative results when compared to an RT-PCR assay. Inadequate specimen collection, improper
specimen handiing andior fransport may yield a falsely negative result; therefore, fraining i specimen collection is highly
recommended due to the importance of specimen quality for generatmg accurate test results.

Specimen Transport and Storage

Freshly coliected specimens should be processed as soon as possible, but no later than one hour after specimen
collection. It is essential that comect specimen collection and preparation methods be followed.

Nasal Swab Specimen Collection

1. Insert swab into one nostril of the patient.
The swab tip should be inserted up to
2.5 cm (1 inch) from the edge of the
nosiril. Roll the swab 5 times along the
mucosa inside the nostril to ensure that
both mucus and cells are collected.

3. Wehdraw e swab from the nasalcavity. | yo7E: The 5D Veitor System Kit includes swabs for nasal spaciman collection.

DO’S AND DON'TS OF SPECIMEN COLLECTION
Dio collect sample as soon as possible after onsat of symp
Do test sample mmediately.
»  Use only swabs provided with the kit.
= In the United States, refer to: Interim Guidelines for Callecting, Hmdllng and Tesung Clmcd Specimens from

persons for COVID-18 at hitps:{'wenw_cdc.gowcoronavines/2012- fiablg pecimens.htmd.
» Forlaboratory support for COVID-18 in the EUEEA, visit hitps:/| e eUropa. i I-coronavirus/
laboratory-support.
TEST PROCEDURE
Reapents. specimens and devices must be at room temperature (15-30 *C) for festing.
This BD Veritor System assay kit is only intended for nasal swab speci that are collected and tested directly

({i,e., swahs that have NOT been placed in fransport media). The kit includes a pre-diluted processing reagent in
a ready to use “unitized” tube. This kit IS NOT INTENDED for festing liguid samples such as wash or aspirate
samples or swabs in transport media as results can be compromised by over dilution.

4
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Getting ready to test
TMhlnmngshpsass-eﬂntheBﬂV!nhrPhsAnalesmbm To choose or change any
BD Veritor Plus Analyzer settings, see the BD Veritor Plus for Use, ion 4.7. A printer is

not necessary to display results. However, ﬂmlﬂullyhaschusmhmmﬂleﬂﬂ Veritor Plus Analyzer to
a printer, check that the BD Veritor Plus Analyzer is plugged into a power source, paper supply is adequate and
any necessary network connections are enabled before testing.

Onece the nasal swab has been collected from the nostrils, the swab should be processed within 1 hour.
Procedural steps for Nasal Swabs or control swabs:

[ =

— (7 4
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After step 5, choose from the BD Veritor Plus Analyzer workfiow option below before continuing fo step 6:
BD Veritor Plus BD Veritor Plus BD Veritor Barcode Scanning Enabled

Analyzer in Analyzer in
Analyze Now mode Walk Away mode

in Analyze Now in Walk Away
mode mode

Instructions in section: A B C D

Using a BD Veritor Plus Analyzer in “Analyze Now" mode™*:

Adding the specimen to the test device
*  Invert the extraction reagent tube and hoid it vertically (approximately 1 inch Squsas hew
above the sample well. '+ [ndged ama)
Gently squesze the ridged body of the tube, dispensing three (3) drops of

«  Excess volume remams for relesting f necessary.
NOTE: Squeezing the tube too close to the tip may cause leakage.

Timing test develnpment
- After adding the sample. allow the test to run for
15 minutes before inserting the test device into the
BD Veritor Plus Analyzer.
»  During incubation time, tum the BD Veritor Plus Analyzer
on by pressing the blus power button once.
NOTE: If running test under laminar flow hood, cover test device to avoid
inconsistent fow.

BA Using the BD Veritor Plus Analyzer

= The BD Veritor Plus Anatyzer will complete 3 seftest before it is ready for
use. After the self-test the display window shows “INSERT TEST DEVICE
OR DOUBLE-CLICK BUTTON FOR WALK AWAY MODE". During
incubation time, tum the BD Veritor Plus Analyzer on by pressing the
blue power button once.
INSERT THE TEST DEVICE when the 15-minute assay development
time is compiste.

= The status of the assay analysis process appears in the display window.
Follow the on-screen prompts to complete the procedure. Do not touch
the instrument or remove the test device untd the result appears,

= When analysis is complete, the test result appears i the display window.

m Record the result before removing the test device.

[ *ATTENTION: TEST Results are NOT maintained in the display window when the device is removed or if the
I BD Veritor Plus Analyzer is left unattended for more than 15 minutes
i {60 mi if AC power adapter is d).

S
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Using the BD Veritor Plus Analyzer in “Walk Away"” mode*:
with no barcode scanning module installed

To use Walk Away mode - connect the AC power adapter to the Analyzer and a power source

E Starting Walk Away Mode
= Turn the BD Viertor Plus Anayzer on by pressing the blue power button

once :
= When the display wndow reads: “INSERT TEST DEVICE OR

DOUBLE-CLICK FOR WALK AWAY MODE", Double-dick the biue power

button.

= The display window reads "ADD SPECIMEN TO TEST DEVICE AND
INSERT IMMEDIATELY".

7B Adding the specimen to the test device
»  Invert the extraction reagent tube and hold & wertically (approximatedy 1 inch Soueni e

'+ |ncged anna)

above the sample well).

= Gently squeeze the ridged body of the tube, dispensing three (3) drops of
the processed specimen nio the sample well.

« Excess volume remains for retesting if necessary
NOTE: Squeezing the tube too close to the tip may cause keakage.

CAUTION: A countdown timer displays the time remaining for test insertion. Walk Away mode must be
activated again when this timer expires. Confirm timer is visible and Walk Away mode is activated before
inserting test device.

Starting the development and reading sequence
= Insert the test device into the slot on the right side of the
BD Veritor Plus Analyzer

The test device must remain horizontal to prevent spilling the specimen
‘out of the sample well.
= DO NOT DISTURE TEST IN PROGRESS" appears in the display window.
Automatic timing of the assay dewelopment, image processing and result
analysis begins. The status of the assay analysis process appears in the
display window. Follow the on-screen prompts to complete the procedure.
Do not touch the instrument or remove the test device untl the
resuit appears.
= The display window shows the remaining analysis time.

Do not touch the BD Veritor Plus Analyzer or remove the test device during this process.

Doing so will abort the assay analysis.

Record the result before removing the test device.
= When analysis is complete, the test result appears in the display window. Record the result and discard the
test device appropriately.

*ATTENTION: TEST Results are NOT maintained in the display window when the device is removed or if the :
BD Veritor Plus Analyzer is left unaitended for more than 13 minutes 1
(60 minutes if AC power adapter is connected). |

[
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C Using the BD Veritor Plus Analyzer In “Analyze Now"” mode
with a barcode scanning module installed

6C Adding the specimen to the test device
= Invert the extraction reagent tube and hold it vertically (approximately 1 inch ﬁmm!f
above the sample well). 4 :
= Gently squeezze the ridged body of the Ibe dispensing three (3) drops of the - '

processed specimen into the sample wel
= Excess volume remains for retesting rfneeessary.
NOTE: Squeezing the tube too close to the tip may cause leakage.
7C Timing test development
= Allow the test to develop for 15 minutes.
Caution: Incorrect results may occur # development time is less than 15 minutes.
Some lines may appear on the device sooner. Do not read device visually.

= [f running the testin a laminar fow hood or in an area with heavy ventilation.
cover test device to avoid inconsistent flow.

8C Using the BD Veritor Plus Analyzer

During the incubation time, turn on the BD Veritor Plus Analyzer by pressing the
blue button once.

The display window briefly shows "SCAN CONFIG BARCODE". This is an
opportunity to change the configuration of the BD Veritor Plus Analyzer. Ignore
this message and postpone this process when an assay is awaiting analysis.
Please refer to the BD Veritor Plus Analyzer i for Use for config
steps.

= When assay development time is comglete and the BD Veritor Flus Analyzer
display window reads “INSERT TEST DEVICE OR DOUBLE-CLICK FOR
WALE AWAY MODE", insert the BD Veritor System SARS-CoV-2 device into
the shot on the right side of the BD Veritor Plus Analyzer.

9C Using the barcode scanner
« Follow the prompts on the display screen to complete any required barcode
scans of.
— OPERATOR ID
— SPECIMEN I andior
— KIT LOT NUMBER

= Prompts for each scanning step appear in the display window for only 30 seconds. Failure to complete
scans during that ime will cause the BD Veritor Plus Analyzer to default to the beginning of step 8C.
To restart this step. remowe and reinsert the test device to initiate a new reading sequence.

- Move barcodes slowly toward the window until a confirmation tone sounds. The scanned barcode value
msnlhenddqlhjnﬁ-.

. llli]l!mlmdlleﬂlﬁhlﬁmimﬁnﬂuhstmdﬂ
ﬁunﬂnﬂ#hﬂdqﬁtdwwmm ‘expired materials is the
responsibility of the user.

Adter required scans are completed, the BD Vertor Plus Anafyzer displays a countdown timer and test analysis begins.

* Do not touch the BD Veritor Plus Analyzer or remove the test device during this process. Doing so will
abort the assay analysis.

= When analysis is complete a result appears in the display window. If configured to display, the specimen ID
barcode value also appears If a prnter is connected, specimen 1D and result are automatically printed.

If the printer is not connected, record the result before removing the assay device.

ATTENTION: TEST Results are NOT maintained in the display window when the device is removed or if the BD i
Veritor Plus Analyzer is left unattended for more than 13 minutes (60 minutes if AC power adapter is connected). |

Remove the test device

Remove and then discard the test device appropriately. The display will show “INSERT TEST DEVICE OR
DOUBLE-CLICK BUTTCN FOR WALK AWAY MODE" to indicate the BD Veritor Pius Analyzer is ready to
perform another test. If the BD Veritor Plus Analyzer is connected to an LIS, a steady ENVELOPE symbol will
appear to indicate that results are awaiting transmission. if a network connection is not detected while the
ENVELOPE symbol is still displayed. the BD Veritor Pius Analyzer will queue all untransmitted results and
attempt to transmit them when reconnected. If it is powered off during this time, it will attempt to transmit as
S00M as power is restored. and connection is re-established. Aflashing envelope indicates that data are in
the process of being transmitted.
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Using the BD Veritor Plus Analyzer In “Walk Away”™ mode
with a barcode scanning module installed

To use Walk Away mode - connect the AC power adapter to the BD Veritor Plus Analyzer and a power source

Starting Walk Away Mode

+  Tum the BD Veesitor Plus Analyzer on by pressing the blue power button once. The
dsplaywndmwlll briefly show “SCAN CONFIG BARCODE". This s an opportunity
to change the configuration of the B Vesitor Plus Analyzer. Please refer to the
BO Vierttor Plus Analyzer Instructions for Use for configuration steps. Ignore this
message and postpone this process when an assay is awaiting analysss. When the
display wndow reads: TNSERT TEST DEVICE OR DOUBLE-CLICK FOR WALK
AWAY MODE", Double-click the blue power button.

= When the display window reads “INSERT TEST DEVICE OR DOUBLE-CLICK FOR
WALK AWAY MODE", double-click the blue power button.

Using the barcode scanner <
»  Foliow the prompts on the display screen to complete any required barcode scans of:
— OPERATOR ID
— SPECIMEN ID andfor
— KITLOT NUMBER

# MhmmmwhmmmhmuMMuwhm
during that time will cause the BD Veritor Plus Analyzer to defauit to the beginning of step 6D_To restart this
step, remove and reinsert the test device to initiate a new reading

The BD Veritor Plus Analyzer can mmnummmunuumnmm
l;n:h:ﬂlzuse ¥ pprog el Management of ility of
user.

E Adding the specimen to the test device
+  When the =y window reads: “ADD SPECIMEN TO TEST DEVICE AND INSERT -—f,‘w’,,;’;,"

IMMEDIATELY™: "WALK AWAY MODE", double-cick the bhee power button.

— Inwert the tube. holding & vertically (approximately 1 inch above the BD Vertor
System SARS-Col-Z device sample well].

— Gently squeeze the ridged porticn of the tube, dispensing fhree (3) drops of the
processed specmen nto e sample wel.

— Exesss volume remains for retesting if necessary.

mwummmnm&mmm

CAUTION: A countdown timer 5 the time:  fior test insertion. Mmmmumm
when this timer expires. Confirm is visible and Walk. mode is activated before inserting test device.

E Starting the development and reading sequence

v Insert the test davice into the slot on the right side of the BD Vertor Plus Analyzer. The tast
dewice must remain horizontal to prevent spiling fie specimen out of the sample well.

» DO NOT DISTURB TEST IN PROGRESS” appears in the dlspla,' window. Automatic
timing of the assay develop image p wJ and resuit begins.

+ The display window shows the remaning analysis trme.

Ihnﬂlkulilﬂl!ﬂ)\hil:ﬂls!nlﬁnﬂlmhhﬁmmﬂﬁm
Ihrusnﬂinﬂhamy
« When is compiete, 3 result appears in the display window. figy D
barcode &w[a”smﬂmﬂﬂmﬁnmm
[ the printer is not connected, record the result before removing the assay device.

|  ATTENTION: TEST Results are NOT maintained in the display window when the device is removed or ifthe BD |
| _ Veritor Plus Analyzer is left unattended for more than 13 minutes (60 minutes if AC power adapter is connected). |

______________________________________________________________________

Remove the test device

Remowve and then discard the test device appropriately. The display will show "INSERT TEST DEVICE OR

DOUBLE-CLICK BUTTON FOR WALK AWAY MODE" to indicate the BD Veritor Plus Analyzer is ready to

perform another test.

If the BD Verftor Plus Analyzer is connected to an LIS, a steady ENVELOPE symbol will appear to indicate that
E results are awaﬂm%gi:tnsmtssm If a network connection is not detected while the ENVELOPE symbol is still

displayed, the BD or Plus Analyzer wil queue all untransmitted results and attempt to transmit them when

reconnected. if it is powered off dunng this time, it will attempt to transmit as soon as power is restored, and

connection is re-established. A flashing envelope indicates that data are in the process of being transmitted.

@
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INTERPRETATION OF RESULTS

The BD Veritor Flus Anaiyzer (provided separately) must be used for interpretation of all test resuits. Operators should
not attempt to interpret assay results directly from the test strip contained within the BD Veritor assay dewice.

Display Interpretation

CoV2: + Positive Test for SARS-Col-Z (anfigen present)

Cov2: - Presumptive Negative Test for SARS-CoV-2 (no antigen detected)
CONTROL INVALID Test Invalid." Repeat the test.

“Invalid Test - If the test is invalid, the BD Veritor System Instrument will display "CONTROL INVALID" and the test or
control must then be repeated. If the “CONTROL INVALID" reading recurs, contact BD

REPORTING OF RESULTS

Positive Test — Positive for the presence of SARS-CoV-2 antigen. Positive results indicate the presence of viral antigens,
but clinical corelation with patient history and other diagnostic information is necessary to determine infection status.
Positive results do not rule out bacterial infection or co-infection with other viruses. The agent detected may not be the
definite cause of disease. Laboratones within the United States and its temitones are required to report all positive results
to the appropriate public health authorities.

Negative Test — Negative results are presumptive. Negatve test results do not pfedude infection and should not be used
as the sole basis for freatment or other patient management decisions, induding infection control d

in the presence of clinical signs and symptoms consistent with COVID-18, or in those who have been in wmaﬂ with

the virus. It is recommended that these results be confirmed by a molecular testing method, if necessary, for patient
management.

Control Invalid — Do not report results, Repeat the test.

QUALITY CONTROL
Each 8D Veritor System SARS-Co-2 test device contains both positve and negative /g dural

= The internal positive control line validates the immunological integrity of the device, proper reagent fnmﬂm and

assures comect test procedurs.

= The membrane area sumounding test lines functions as a background check on the assay device.
The BD Veritor System Instrument eval itive and negative intemallpr dural confrols after insertion of each
test device. The BD Veritor Plus Analyzer pmmpts the operator if a quality issue occurs during assay analysis. Failure
of the internal/procedural controls will generate an invalid test result. NOTE: The intemal controls do not assess proper
sample collection technique.

EXTERNAL POSITIVE AND NEGATIVE CONTROLS
Positive and Megative controd swakbs are supplied with each kit. These confrols provide additional quality control material
to assess that the test reagents and the BD Veritor System Instrument perform as expected. Prepare kit control swabs
and test using the same procedure as used for patient specimens.
BD recommends controls be run once for:
- each new kit lot,
- each new operator,
= as required by intemal quality contral p dures and in rdance with local, state and federal regulations or
accreditation reguirements.
If the kit controls do not perform as expected, do net report patient results. Contact your local BD representative.
LIMITATIONS OF THE PROCEDURE
» Clinical performance was evaluated with frozen samples, and test performance may be different with
fresh samples.
» Users should test specimens as quickly as possible after specimen coflection.
= Pesitive test results do not rule out co-infections with other pathogens.
+ Results from the 8D Ventor System for Rapid Detection of SARS-CoV-2 test should be comelated with the

clinical history, epidemiclogical data, and other data available to the clinici ing the patient.

«  Afalse-negative test result may occur if the level of viral antigen in a sample is below the detection limit of the
test or if the sample was collected ported improperly; th , a negative test result does not eliminate
the possibiity of SARS-CoV-2 nfechnn

= The amount of antigen in 3@ sample may decrease as the duration of liness i . Speci llected after

day § of illness are more likely to be negative compared 1o a RT-PCR assay.

= Failure to follow the test procedure may adversely affect test performance and/or invalidate the test result.

= The contents of this kit arz to be used for the qualitative detection of SARS-CoV-2 antigens from nasal swab
specimens only.

* The BD Veritor System for Rapid Detection of SARS-Cov-2 can detect both viable and non-viable SARS-Co\-2
material. The BD Veritor System for Rapid Detection of SARS-CoV-2 performance depends on antigen load and
may not with other di sti on the same spacs

= Negative test results are not |r|12nded to rule in mhernon—SAR.—.-Cu‘d -2 viral or bacterial infections.

10
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+ Positive and negative predictive values are highly dependent on prevalence rates. Positive test results are more
likely to represent false positive results during periods of lithe/no SARS-Col-2 activity when disease prevalence
is low. False negative test results are more likely when prevalence of disease caused by SARS-CoV-2 is high.

» This device has been evaluated for use with human specamen material only.

* Moncclonal antibodies may fail to detect. or detect with less sensitivity, SARS-CoV-2 viruses that have
undergone minor amine acid changes in the target epitope region.

The performance of this test has not been evaluated for use in patients without signs and symptoms of
respiratory infection and performance may differ in asymptomatic individuals.

Sensitivity of the test after the first five days of the onset of symptoms has been der d to decrease as
compared to 3 RT-PCR SARS-CoV-2 assay.

+ MNegative results should be treated as presumptive and confirmed with an FDA authorized molecular assay
cleared for diagnostic use in region of use. Outside the United States, a molecular assay cleared for diagnostic
use in the country of use is recommended.

+ WUsers should test specimens as quickly as possible after specimen collection, within 1 hour after specimen
collection and within 30 minutes of placing the swab into the extraction reagent.

The validity of the BD Veritor System for Rapid Detection of SARS-CoV/-2 test has not been proven for
identification/confirmation of tissue culture isolates and should not be used in this capacity.

CONDITIONS OF AUTHORIZATION FOR THE LABORATORY (APPLICABLE IN THE USA)

The BD Veritor System for Rapid Detection of SARS-CoV-2 Letter of Authorization, along with the authorized Fact Sheet
for Heakhcare Prmdefs.mea\monzedFauSheetforPauems mdwthonzned' beling are available on the FDA
hittps:/iwww.fda.gow gency-use-authori i s~ -2010-cowvid-18-
emergency-use- i

However, to assist clinical laboratories using lhe BD Veritor System for Rapid Detection of SARS-CoV-2 (“your product” in
the conditions below), the relevant Conditions of Authorization are listed below.

*  Authorized laboratores” using your product will include with test resuit reports, all authorized Fact Sheets.
Under exigent ci other approp sthods for disseminating these Fact Sheets may be used,
which may ndude mass media.

Authorzed laboratories using your product will use your product as outlined in lhe 'BD Venlnr S]ﬁhm br
RapldDe&eetmdeARS—CoV—T' ions for Use. Deviations from the auth

the d instr ized clinical specimen types. authorzed control mmnds authcrmad other
ancillary reagents and authorized materials required o use your product are not pemitted.

+  Authorzed laboratories that receive your product will notify the relevant public health authorities of their intent to
run your product prior to initiating testing.

+  Authorized Isboratories using your product will have a process in place for reperting test results to healthcare
providers and relevant public health authorities, as appropriate.

Authorized laboratories wil collect information on the performance of your product and report to DMD/IOHTT-0IR/
OPEQICDRH (via mmm .hhs.gov) and to BD by mmauhng BD Customer Support
Senmesat&!)ﬁﬁ&&dﬁ n an s&ﬁpeﬁednmmmofhlseposm false negative results and
from the established perfc istics of your product of which they become aware.
All operators using your product must be. appmpna!ely trained in performing and interpreting the results of
your product, use approp! pr ive equipment when handling this kit. and use your product in
with the zed labeding.
Becton, Dickinson and Co., authorized distributars, and authonzed laboratories and patient care settings using
your product will ensure that any records associated with this EUA are maintained untd otherwise notified by
FDA Such ds will be made available to FDA for inspection upon request.
* The letter ization refers to, "Lab =mmmmmwlmmmm{aw
42USC. mmmhmnmh@ ol waived o ity tests. This test & authorized for
&t the Point of Care (POC), i.2,, in patient care seftings operating under a GLIACemﬁmdm Celrﬁdeorrdm or
Cestiicate of Acrediaton” as "authorized laboratonies”™.
CLINICAL PERFORMANCE
The performance of the BD Veritor System for Rapid Detection of SARS-Co\-2 has been demaonstrated in two studies.In
both studies eligible subjects were 18 years and older and samples were collected by qualified personnel. Nasal swabs
were collected foliowing the dual nares methed and handied as described in the collection device instructions for use.
Specimens were coected and stored at -70 *C within 30 minutes of collection. AN specimens within a pre-specified date
range were selected and then sequentially tested in a blind fashion. As with all antigen tests, parformance has been
demanstrated to decrease 3s days since symptom onset increases.

Study 1:
In the initial study, performance was established with 228 direct nasal swabs prospectively collected and enrolled from
individual sympi who were suspected of COVID-12 (within 5 days of onset of one or more self-reported

symptoms)." Samples were obtained from 21 geographically diverse areas across the United States. The performance of
the BD Ventor System Assay was compared to results of a nasopharyngeal or oropharyngeal swab stored in 3 mlL viral
transport media tested with an Emergency Use Authorized molecular (RT-PCR) test for detection of SARS-CoV-2.

1 Symptoms included new loss of taste or smell, fever, shortness of breath or dificulty breathing, headache. cough, sore throst, muscie
pain, chils and repeated shaking with chils.

n
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Table 1: Summary of fie Performance of f1e BD Veritor System for Rapid Detection of SARS-CoV-2 Compared to RT-PCR for Nasal Swabs

PPA: 84% (C.L 87 %83%)
NPA: 100% (C.1. 88%-100%)
OPA- 8% (C1. 95%—00%)

Reference PCR Results
B0 Veritor Results POS NEG Total
POS 26 1} 26
NEG 5 195 200
Total 31 195 228

PPV: 100% (C_L 88%, 100%)
NPV: 07.5% (C.1. 85%, 88%)

Table 2: Hypothetical Postive and Negatve Pradictive Values for the BD Weritor System for Rapid Detection of SARS-CoV-2 compared to PCR

PPV NPV
Prevalence | Senstiity | Specifoity Estrnate BHCL Estmate 5% L.
10% 100.0% (33.2%.100.0%) 008% {98.7%. Ba.0%)
20% 100.0% (60.1%, 100.0%) 00.7% (08.3%. 00.0%)
50% T000% T21%,100.0%) W% {B8.3%. 0.7 %)
100% 24.0% 100.0% 100.0% (B4.5%, 100.0%) 982% (95.4% 8a.4%)
137% (28031) | (195/195) 100.0% (B8.6%, 100.0%) 075% (B4.0%. 80.1%)
50% 00.0% 160.7%, 100.0%) 2% {B44%. Be.0%)
200% 100.0% (62.5%, 100.0%) 06.1% (02.2%, 98.7%)
250% 100.0% (04 25 100.0°%) 0% (B0.0% 082%)
Study 2:

Derogation Request for BD Veritor™ System for Rapid Detection of
SARS-CoV-2 and BD Kit for Rapid Detection for Rapid Detection of SARS-CoV-2 to
be used as a self-test

In the second study. performance was established with 184 direct nasal swabs prospectively collected and enrolled from
individual symptomatic patients (within § days of onset) with two or more self-reported symptoms® who were suspected of
COVID-18. Samples were collected at 18 geographically diverse cutpatient clinics anly in the United States.

The BD Vertor SARS Co\-2 results from the direct nasal swab were compared to results from the NP or OP swab in UVT
tested with an Emergency Use Authorized molecular (RT-PCR) test for detection of SARS-CoV-2.

Table 3: Summary of the Performance of the B0 Veriior System fior Rapid Detedtion of SARS-Col-2 compared 1 RT-PCR for Nasal Swabs

Reference PCR Resuits
B Veritor Results POS NEG Tol
POZ ] 1 30
NEG 2 152 =
Total Xl 1582 184

PPA: 83.5% (C1. 70.39%-08.2%)
NPA: 003% (C1.08.4%-000%)
OPA: 0B 4% (C).05.3%.-00.4%,)

PPV-06.7% (C.. 84.7%, 00.0%)
NPV 08 7% (C | 050%, 00 8%)

Table 4: Hypothetical Postive and Negative Predictive Values for the BD Veritor System for Rapid Detecion of SARS-CoVV-2 compared o PCR

PPV NPV
F Senstvity | Specificity 5% CL i 5% C.l.

1.0% 8.1% (21.7%, 98.0%) 90.0% (80.8%, 100.0%)
20% 74.5% (35.8%, 90.0%) 00.0% {90.8%, 100.0%)
50% £3.3% (50.0%, 90.8%) 907% (88.9%, 100.0%)
10.0% 1% (76.2%, 90.8%) 90.3% (97.7%, 00.0%)
15.0% 935% 00.3% 29.2% (82.8%, 98.9%) 288% (B8.4% 22.0%)
18.0% (29631) (1821183) W|.7% (84.7%, 99.9%) 98.7% (85.0%, 98.0%)
200% 97.3% (87.2%, 90.9%) 984% (84.0%, 98.8%)
250% 97.9% (90.1%, 90.9%) 97.0% (83.3%. 28.7%)
300% @.4% (B2 1%, 100.0°%) 973% (O1.6%. 08 T%)
350% 8.7% (B3.6%. 100.0%) 96.6% (88T, 00.6%)

EXPLANATION OF TERMS:

Cl.: ConSdence

FPA&: Positive Percent Agreement = True Positives | True Postives + False Negatives.

NPA: Negative Percent Apn =True Negatives | True Negatives + False Positives.

OPA: Oweral Perent Agreement = True Positves + True Negatives [ Total Samples

PP Positive Predictive Value = True Positves | True Postive + False Positive

NP Nagative Predictive Value = True Negatives | True Negative + False Negatve

# Symptoms included new loss of taste or smell, fever, of breath, diarrhea, Gl extreme ti

upset,
fatigue. weakness, dry cough, sore throat, runny or stuffy nose, nasal congestion, muscle aches and body aches.

1z
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ANALYTICAL PERFORMANCE
LIMIT OF DETECTION (ANALYTICAL SENSITIVITY)

The LOD for the BD Veritor System for Rapid Detection of SARS—COV 2 was i using limi ions of 3
. The died at a concentration of 2.8 x 105 TCIDg/mL. In

viral sample inactivated

was

ifing dil

this study, designed to estimate e LOD of the assay when using a direct nasal swab, the starting material was spiked
into 3 velume of pocled human nasal matrix obtained from healthy donors and confirmed negative for SARS-Col-2. An
mitial range finding study was performed testing devices in triplicate using a 10-fold dilution series. At each diution, 50 uL
samples were added to swabs and then tested in the BD Ventor assay using the procedure appropriate for patient nasal
swab specimens. A concentration was chosen between the Last diution to give three positive results and the first to give
three negative results. Using this concentration, the LOD was further refined with a 2-fold dilution series. The last dilution
demonstrating 100% positivity was then tested in an additional 20 replicates tested in the same way.

St mal C

Exti LoD

No. Positive/Total

% Positive

2.8 x 105 TCIDu/ml

1.4 x 102 TCIDsofmi

1820

o455

CROSS REACTIVITY (ANALYTICAL SPECIFICITY)

Cross-reactvity of the BD Ventor System for Rapsd Detecton of SARS-CoV-2 was evaluated by testing a panel of gh
prevalence respiratory pathogens that could potentialiy cross-react with the BD Veritor System for Rapid Detection of
SARS-CoV-2. Each organism and virus was tested n triplicate. The final concentration of each organism is documented

in the following table.
Potential Cross-Reactant Concentration Tested Cross-Reactivity (YesNo)
Human coronavins 220E (heat inactvated) 1.0 x 105 WmL No
Human coronavines OC43 1.0 x 105 TCIDs/mi No
Human coronavines NLE3 1.0 x 105 TCIDsy/mi. No
Adenovirus 1.0x 105 TCIDgy/ml No
Human Metapneumowirus 1.0 x 105 TCIDw/miL No
Paranfiuenza vius 1 1.0 x 105 TCIDsy/mL. MNo
Paranfluenza virus 2 1.0x 105 TCIDg,/mL. Ne
Paranfluenza virus 3 52 x 105 TCIDsa/ml No
Paranfiuenza virus 4 1.6 x 10 TCIDs/mL. No
Infiuenza A 2.5 x 105 TCIDss/mL. Ne
Influenza B 20 10° TCIDs/mi No
Enterovius 4.0 x 105 TCIDg,/mL. No
Respiratory syncytal virus 4.0 x 105 TCIDso/mL. No
Rhinovins 1.1x 10° PFUmL No
SARS-coronavirus 4.5% 105 PFUmL Mo
MERS-coronavinus 1.5 x 105 TCIDss/ml. No
Haemophilus influsnza 1.4 108 CFUmL No
Strepincocous pneumoniae 1.0x 108 CRWmL MNo
Sirepiococcus pyogenes 1.6 x 108 CRWmL Mo
Candida albicans 1.8 % 108 CRUImL No
Pocied human nasal wash 100% No
Bordetelia perfussis 1.4 108 CRUVmL Mo
Mycoplasms pneumoniae 1.0 108 CRWmL No
Chismydia preumoniss 1.0x 108 IFWmL Ho
Legionelia pneumophila 1.0 108 CRWmL Mo
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To estimate the likelihood of cross-reactivity with SARS-CoV-2 of organisms that were not avaiable for wet testing,
In siico analysis using the Basic Local Alignment Search Tool (BLAST) managed by the National Center for
Biotechnology Information (NCBI) was used to assess the degree of pretein sequence homology.
= For P, jirovech one ar=a of sequence similarity shows 45 4% homaology across 8% of the sequence, making
cross-reactivity in the BD Veritor sandwich immunocassay highly unlikely.
No protein sequence homology was found between SARS-CoV-2 and M. fuberculosis, and thus
homology-hased cross-reactivity can be rnuled out.
» The companson between SARS-CoV-2 nucleocapsid protein and human coronavirus HKU1 revealed that the
enly potential for homology is with the HKIU1 nucleocapsid phosphoprotein. Homology is relatively low, at 38.7%
across B2% of but iwity cannot be ruled out.

ENDOGENOUS INTERFERING SUBSTANCES
Various substances were evaluated with the ED Veritor System for Rapid Detection of SARS-CoV-2. The substances
tested inclwded whole blood 4%, mucin and various medications. Mo interfierence was noted with this assay for any of the

substances tested.
Substance Concentration Tested Interference (Yes/No)
Afrn Nasal Spray (Oxymetazoline) 5% wiv Mo
Flonase (Fluticasone) % v Mo
Nasacort (Triamcnolone ) 5% wiv Mo
Neo-Synephrine (Phenylephrine hydrochlonide) S wiv No
Oseltamivir 22 pgiml MNo
Mucin protein 25 mgimL Mo
Rhinocrt (Budesonice) 5% wiv No
Saline nasal spray 15% wiv Mo
Zanamivir 282 ng'mlL Mo
Zicam Cold Remedy (Galphimia glauca, Luffa operculata, Sabadilla) 5% wiv No
Whole biood 4% v No
Cepacol (MentholBerzocane) 1.5 mgimL No
Ricola (menthol) 1.5 mgimL No
Tobramycin 4 pgimi Mo
Sucrets (Dydonine/Menthol) 1.5 mgiml Mo
NeiMed Naso Gel v MNo
Zicam nasal spray (Choymetazoline) 10% wiv Mo
Alkalol nasal wash 10% wiv No
Fisherman's Friend (menthol) 1.5 mgimL No
Chioraseptic (Phencl Soray) 15% wiv Mo
Mupirecn 10 mglmL No

MICROBIAL INTERFERENCE

The BD Veritor System for Rapid Detection of SARS-CoV-2 assay was evaluated with various organisms at the
concentrations indicated below. No interferance was noted.

Potential Microbial Interferent Concentration Tested Interference (YesMNo)
Human coronavinus 220E 1.0 x 105 UimlL No
Human coronavins OC43 1.0 x 105 TCIDso/ml Mo
Human coronavinus NLE3 1.0x 105 TOIDyyimL No
Adenovirus 1.0 x 105 TCIDswmL No
Human Metapreumovius 1.0x 105 TCIDso/mi Mo
Paranfiuenza virus 1 1.0 x 105 TCIDgy/mL Mo
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Potential Microbial Interferent Concentration Tested Interference (Yes/MNo)
Parainfiuenza virus 2 1.0x 10F TCIDsoimL Mo
Paranfiuenza virus 3 52 x 10° TCIDss/mL Mo
Paranfluenza virus 4a 1.5x 104 TCIDg/mlL No
Irfluenza A 25x 105 TCiDso/mL No
Influenza B 28 x 105 TCIDg/mlL No
Enterovirus D68 4.0 x 105 TCIDso/mlL MNo
Respiratory syncytal virus 4.0x 10° TCID,/mL No
Rhinovinus 3 1.1 x 105 PRWmL No
EARScoronavinus 4.5 x 105 PRWmL Mo
MERS-comonavinus. 1.5x 105 TCIDso/mL. ]
Hasmophiius influenza 14 x 108 CFUimL Mo
Sirepiococtus pneumonias 1.0 x 108 CFUimL Mo
Sirepibcoccus pyogenes 1.6 x 105 CFU/mL Mo
Boroetela pertussis 14 x 108 CFUmL ]
Mycopssms pneumonize 1.0 x 108 CFUimL Mo
Chismydia preumoniae 1.0x 108 CFUmL MNo
Legioneliz pneumophiia 1.0 x 108 CFUimL Mo
Pooled human nasal wash A No
Candids albicans 1.8x 108 CFUmL No

REPRODUCIBILITY

Another study was designed to assess the capability of users to test seeded swab samples across the range of the assay
with three (3) users, over three (1) days, with three (3) lots of devices. The following table shows the performance.

Sample Operator #1 Operator £2 Operator £3 Total
%Posiive] B5%CI  [%Posifve| B5%CI  [%Postie| BE%0 s Positive| 5% 0l
. 0% 0 " 0% . 0%
Megative o) (0L0%%, 12.5%) 2 (0.0%,12.5%) o) (0.0%, 12.5%) 1) (0.0%.4.5%)
Low Positive 100% .| 100% 100% 100°%
{3 LoD) 277 (BT 5%, 100.0%%) @ (87.5%, 100.0%) (277 (87.5%,100.0%) (B131) (B5.5%, 100.0%)
Lows Positive 100% 100% , 100% .y 100% =
5 LaD) ) (BT 5%, 1D0.0°¢) (7 (87.5%,100.0%) (77 (87.5%,100.0%) (81181 (B5.5%, 100.0°%)
Moderste Positwe | 100% | 100% 100% 100%
{10x LoD) @) (BT 5%, 1DD.0°E) @ (B7.5%,100.0%) (7T (B7.5%,100.0%) (B1181) (D5 5%, 1D0.0%)
High Positive 100% 100% 100% 100% |
{40x LoD) @) {B7 5%, 100.0°%)| ) (87.5%,100.0%), ) (B7.5%,100.0%) (8181 (B5.5%, 100.0%)

HIGH DOSE HOOK EFFECT

No high dose hook effect was observed up to 2.8 x 105 TCIDgy/mL of gamma-inactvated SARS-CoV-2 with the

BD Veritor System for Rapid Detection of SARS-CoV-2 test,

TECHNICAL SUPPORT

For questions, or to report a problem, s& call Technical Support at 1.800.638.8883 or visit bd.com. Test system
problems may also be reported to the FDA using the MedWatch reporting system: Phone: 1.800.FDA_1088;

Fax: 1.800.FDA.1078 or visit http-iiwww.fda_govmedwatch.

Outside the United States, contact your local BD representative.

REFERENCES

1. Centers for Disease Control and Prevention. hitps:/wamw cde. gowicoronawvinus2018-ncowfindex himl. Accessed March 30, 2020.
2. htips:iwnwwe.cdc_gowlu'symptoms/flu-ws-covid 1 8.him.
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@ BD SARS-CoV-2 and BD Kit for Rapid Detection for Rapid Detection of SARS-CoV-2 to
be used as a self-test

Attachment 4: Instructions for the use of the BD Veritor™ System for Rapid Detection of SARS-
CoV-2 with BD catalog number 256089 as self-test

COVID-19
THUISTEST

INSTRUCTIES

TR~

Vragen of hulp nodig?
Bel (0)85 0659916
www.corona-test-instructies.nl
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COVID-19 THUISTEST

INSTRUCTIES

Bedankt voor uw medewerking!

Door deelname aan dit onderzoek willen we onderzoeken of mensen thuis
een COVID-19 sneltest kunnen uitvoeren en of deze de juiste uitslag geeft

De resultaten van het onderzoek zijn ontzettend belangrijk voor de
maatschappij, dus we stellen het enorm op prijs dat u uw medewerking wilt
verlenen. Lees de instructies op de volgende pagina’s goed voordat u met de
test begint. Bekijk de korte instructievideo op: www.corona-test-instructies_nl

U krijgt een email vanuit verzender ‘Castor EDC’ met onderwerp
“Vragenlijst thuistest onderzoek' opgestuurd naar uw opgegeven
e-mail adres. Vul deze vragenlijst ALSTUBLIEFT direct in nadat u de
test heeft uitgevoerd.

Mocht u vragen hebben, kunt u contact opnemen met het
thuistestinformatienummer (0)85 0659916

vriendelijke groet,
5.1.2e

oF
=
ok

BEKIJK DE VIDEO!
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Uw testkit bevat de volgende onderdelen:
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COVID-19 THUISTEST

HYGIENE
= Snuit uw neus
» Was uw handen

HOUDERTIE
* Vouw het kartonnen houdertje in elkaar,
zoals hieronder afgebeeld
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KLAARZETTEN

* Haal de sneltest uit de verpakking

= Haal de wattenstaaf uit de verpakking

* Haal de gele dop van het buisje met vioeistof (dit gaat soms lastig,
wees voorzichtig)

= Zet het buisje in het houdertje
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COVID-19 THUISTEST

AFNAME

AFMETEN
« 7Zorg dat de wattenstok niks raakt
« Bekijk hieronder hoe ver 2.5 am ongeveer is

0 1 2

NEUS AFNAME

« Breng de wattenstaaf 2.5 am in de neus

« Schraap 5 rondjes langs de binnenkant van de neus.
Dit kan tranen in de ogen veroorzaken.
Dat is heel normaal.

ANDERE NEUSGAT
* Breng dezelfde wattanstaaf 2.5 cm in het andere neusgat
* Schraap 5 rondjes langs de binnenkant van de neus.
Dit kan tranen in de ogen veroorzaken.
Dat is heel normaal.

™
§
ST
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7 B MENGEN

+ Doop de wattenstaal voorzichtig in
de vioeistof

= Beweeg de wattenstaaf rustig op en neer
voor ongeveer 15 seconden

» Knijp In de buitenkant van het buisje
de vioeistof uit de wattenstaaf zodat
alles in het buisje achterblijft

DRUPPELEN
« Druppel voorzichtig 3 druppels in
het kleine vakje onderaan de testcasette

_—

==3H

AFSLUITEN
= Sluit het buisje af tot je een KLIK hoort

WACHT 15 MINUTEN ik
= Zet een wekker op 15 minuten
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COVID-19 THUISTEST

ATSLAG 15 minuten
« \Wacht 15 minuten en lees de test af
zeker te zijn dat u ziek en/of

UITSLAG POSITIEF
SARS: SARS-
Co\-2 CoV-2
Controle lijn | ©
Testlin  pj7
besmettelijk bent

UITSLAG: NEGATIEF

« Bij 1 streepje bovenin is de uitslag
NEGATIEF
= U bent waarschijnlijk niet besmet

» Bij 2 streepjes is de uitslag
POSITIEF

« U bent waarschijnlijk besmet
met het Covid-19 virus

« Blijf binnen en wacht de uitslag
van de teststraat test af om

WP IEEEEER SIS ENINNNEREN

L]
met het Covid-19 virus : ity
« Bliff binnen en wacht de uitslag = .
van de teststraat test af om i :""'"h e #
zeker te zijn dat u niet ziek enfof  § "o BeTTTemees !
besmettelijk bent H
Bij 1 streepje onderin is de test
» BIijf binnen tot de uitslag : -
van de teststraat bekend is i
' Controle I;nh c
¢ Testlii
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VUL HET ONLINE FORMULIER IN

« U krijgt een email vanuit verzender “Castor EDC’ met onderwerp
‘Vragenlijst thuistest onderzoek’ opgestuurd naar uw opgegeven
e-mail adres

= Ditis een link naar het online vragenformulier

« \ul het wragenformulier uit deze link direct in nadat u de test
heeft uitgevoerd

VRAGEN?
* Heeft uvragen? Bel het thuistestinformatienummer: (0)85 0659916

AFVAL

* U kunt alle materialen weggooien in uw eigen afvalbak

* Bewaar het zakje met uw persoonlijk nummer tot u de gehele
viagenlijst hebt doorlopen en verzonden
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COVID-19 THUISTEST

ALGEMENE INFORMATIE

1. Algemene informatie

Deze studie is een samenwerking fussen de
deelnemende siekenhuiren Breda (Amphia
ziekenhuis) / Nijmegen (Radboud UMC) /
Rotterdam (Erasmus MC)/ Tilburg (Elisabeth-

TweeSteden ziekenhuis), het ministerie van VWS,

en de GGD

2. Doel van het onderzoek
Nagaan hoe toepasbaar een COVID-19

4. Wat meedoen inhoudt

Als u klachten hebt die kunnen passen bij
COVID-19, maakt volgens de richtlijn van de
overheid een afspraak om een PCR test te
krijgen. Als u op de afsprask verschijnt kan
u gevrazgd worden of u mee wilt doen aan
deze studie. Als u besluit mee te doen aan
deze studie zal u geheel volgens huidige
richtlinen een PCR test afname (verder t=
test”) krijgen door een

snehtest is en hoe deze zelf door iemand zonder
medische achtergrond zelf ingezet an afgelezen
kan worden.

3. Achtergrond van het onderzoek
Momenteel wordt bij mensen met
ziekteklachten passend bij COVID-19 een
zogenaamde PCR test afgenomen in een
teststraat Dit is een erg gevoelige en precieze
test, maar hij duurt lang en kan enkel verwerkt
worden in gespecialiseerde |aboratoria.

Dit zorgt ervoor dat mensen vaak relatief Eng
moeten wachten op de uitslg van hun test en
dat de laboratoria en erg onder druk staan.

in oktober is in de zogenaamde COVID-19
i sneltest gevalideerd in de

opgeleide studiemedewerker. Daarnaast
krijgt u een pakketie overhandigd met daarin
de sneltest en instructies hoe de sneftest bi
uzelf af te nemen, de test ta verwerken en
vervolgens af te lezen.

Het is dan de bedoeling dat u dezeffde

dag thuis de snettest bij uzelf afneemt.
Vervolgens leest u na 15 minuten zelf de
test af, U wuit op een online formulier enkele
wragen in en ook de uitslag die u zelf heeft
afgelezen.

Heeft u een POSITIEVE sneftest uitslag, dan
hesft u waarschijnlijk COVID-19 en blijft u
in thuisquarantaine totdst de uitslag van de
bekend is.

van de GGD Breda in samenwerking met

het Amphia sickenhuis en ministene van
Volksgezondheid, Wekijn en Sport. Deze test
heeft ook een goede gevoeligheid en geeft een

resultaat in 15 minuten. Sindsdien bestaat er veel

vraag naar de antigeen sneltest.

In dit onderzoek willen we bekijken of een
COVID-19 sneltest zelfstandig ingezet en
afgelezen kan warden door mensen met
klachten passend bij COVID-19. Hiermee zou
veel tijdswinst geboekt kunnen worden.
Daamaast kunnen we bekifken of de

] L 1 met de result
van de earder vitgevoerde sneltest studie
en met de resultaten van de FCR test.

Heeft u een NEGATIEVE uitslag in de
sneltest, dan heeft u waarschijnlijk geen
COVID-19 maar bliift u in thuisquarantaine
totdat de vitslag van de teststrmat bekend
is. De uitslag van de teststraat is namelijk
leidend.

De testuitslag van de teststraat test volgt
later, binnen A8 uur. Deze kan in enkele
gevallen verschillen van de uitslag van de
antigeen sneltest.

Derogation Request for BD Veritor™ System for Rapid Detection of
SARS-CoV-2 and BD Kit for Rapid Detection for Rapid Detection of SARS-CoV-2 to
be used as a self-test
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5. Mogelijke ongemakken,

voor- en nadelen

Een uitstrijkje genomen uit neus kan
onaangenaam aanvoelen en kortdurend tranende
agen veroorzaken. Deelname aan het onderzoek
levert, anders dan een tijdsinvestering van
maximaal 20 minuten geen directe nadelen op
voor de deelnemer.

Er zijn geen directe persconfijke voordelen
verbonden aan deelname aan het onderzoek. L
krijgt wel sneller een witslag als u besmet bent met
het COVID-19 virus_ U levert een bijdrage aan het
verbeteren van het testen van COVID-19, Voor
het meedoen azn dit onderzosk ontvangt u geen
vergoeding.

6. Als u niet mee wilt doen of

wilt stoppen met het onderzoek

U beslist zelf of u meedoet aan het onderzoek.
Deelname is vrijwillig. Als u meedoet, kunt u zich
altijd bedenken en toch stoppen, ook tijdens het
onderzoek. L hoeft niet te 2eggen waasrom u
stopt. Wel vragen we u dit aan de onderzoeker
te melden. De gegevens die tot dat moment zijn
verzameld, worden gebruikt voor het onderzoek.

7. Gebruik en bewaren van uw

Derogation Request for BD Veritor™ System for Rapid Detection of
SARS-CoV-2 and BD Kit for Rapid Detection for Rapid Detection of SARS-CoV-2 to
be used as a self-test

Uw gegevens worden 15 jaar bewaard

in het Amphia ziekenhuis in Breda. Uw
lichaamsmateriaal wordt niet onmiddellijk
na gebruik vernietigd. Het wordt voor
anbepazlde tijd bewaard in het laboratorium
Microvids om daarop nog nieuwe
bepalingen te kunnen doen die te maken
hebben met dit onderzoek.

U kunt uw toestemming voor gebruik van
uw persoonsgegevens altiid weer intrekken.
Dit geldt voor dit onderzoek en ook voor het
bewaren en het gebruik voor toekomstig
onderrosk. De onderzoeksgegevens

die zijn verzameld tot het moment dat

u uw foestemming intrekt, warden

nog wel gebruikt in het onderzock. Uw

fich: iaal wordt na intrekking

wan uw toestemming vernietigd. Als er al
metingen met dat lichsamsmateriaal zijn
gedaan, dan worden die gegevens nog wel
gebruikt.

8. Verzekering voor proefpersonen
Als u deeineemt san het onderzoek, loptu
geen extra risico’s.

9. Heeft u vragen?

gegevens en lichaamsmateriaal Bij wagen kunt u contact opnemen met het
Voor dit anderzoek worden uw f geg thuistestinfommati (0)85 0659916
en lichsamsmateriaal (het materiaal van de Vior onafhankekijk advies over meedoen aan

afname in de teststraat) verzameld, gebruikt en
bewaard. Het gaat om gegevens zoals uw naam,
leeftijd en de informatie vermeld onder punt 4.
Het verzamelen, gebruiken en bewaren van uw
geg en uw lich saal is nodig om
de vragen die in dit onderzoek worden gesteld

te kunnen beantwoorden en de resultaten (niet
herleidbaar) te kunnen publiceren. Deze gegevens
zullen alleen gebruikt worden voor dit dosleinde
en niat gedeeld worden. Wij vragen voor het
gebruik van uw gegevens en lichsamsmaterisal uw
‘toestemming.

dit onderzoek kunt u terecht bi

q: het nummer 076 m
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¥ BD

www.corona-test-instructies.nl / Tel: (0)85 0659916

MICREVIDA I e Y
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Attachment 5: Instructions for Use of the BD Kit for Rapid Detection of SARS-CoV-2
& BD Kit For Rapid Detection of SARS-CoV-2
7H02)

30°C 202103
(€m[[{®®,4" =
bd somie-lnbeling [REF] 256091
@ Pages 1-10 @ Pages 11 =20 @ Pages 21-30

e Pages 3140 e Pages 41— 60 o Pages 51— 60
e Pages81-70

INTENDED USE

TheBDKnForRapdDeaemmofSARSCoVEnsawu y intended for the direct and qualitative

detection of SARS-Co\/-2 nucleocapsid antigens in nasal swabs ﬁom mdmduals who are without symptoms, or with
ymp who are susp d of SARS-CoV-2 infection by their healthcare provider.

Visually read results are for the identification of SARS-Co\V-2 nucieocapsid antigen. This antigen is generally detectable

in upper respiratory samples during the acute phase of infection. Positive results indicate the presence of viral antigens,

but chinical correlation with patient history and other diagnostic information is necessary to determine infection status.
The BD Kit for Rapid Detection of SARS-CoV-2 is intended for use in point of care settings by healthcare professionals
or trained users spedifically insfructed in the use of the BD Kit for Rapid Detection of SARS-Co\-2 and proper infection
control procedures,

SUMMARY AND EXFLANATION OF THE TEST

A novel coronavirus (2018-nCoV) was identified in December 20187, which has resuited in hundreds of millions of
confirmed human infections wordwide. Cases of severs illness and deaths have been reported. On February 11, 2020
the Intemational Committee for Taxonomy of Viruses (ICTV) renamed the virus SARS-Coli-2.

The median incubation time is esti d to be 3 ly 5 days? with symptoms estimated to be present within
12 days of infection. 'I'i'tesympmmschDVID—m are erarm other viral respiratory diseases and include fever, cough,
and shortness of breath.

PRINCIPLES OF THE PROCEDURE
Whenspewnensarepmoessedmdaddedwheteﬂdewce SARS-CoV-2 antigens present in the specimen bind to

antibodies conjug icdes in the test strip. The antigen-conjugate complexes migrate across the test sirip
o the reacnmamaandzenaumredbylnesufamimdﬂshoummmemnbmne
REAGENTS
The following components are included in the BD Kit for Rapid Detection of SARS-CoV-2.
Materials Provided:
KIT COMPONENT | QUANTITY DESCRIFTION
Test Devices 30 single use test devices Foil pouched test device containing one reactive sfrip.
Each strip has one line of munne anti-SARS coronavinus
maonoclonal antibody on the test line, and one of biotin
coupisd to bowvine protein DnH'Eposmuemtm'olﬁne.
Murine and Leyerne anti-SARS coronavirus and
anti-beotin 4 antibodi 1o detector
reagents are bound in the sanﬂedehmm
Extraction Reagent 30 single wuse reaction tubes, each with Detergent solution with less than (.13 sodum azide
325 pL extraction reagent and having an (preservative).
integral dispensing tip
Specimen 30 sterlie, single use specimen sampling For sample collection and transfer.
sampling swabs swabs
SARS-CoV-2 (+) 1 each — individually wrapped for single use | Non-infectious, recombinant viral protein antigen with
Control Swab less than 0. 1% sodium azide.
SARS-Col-2 (-) 1 each — individually wrapped for single use | Buffer with less than 0.1% sodium azide.
Control Swab
Aszsay 1 each - Instructions for use
documentation 1 each - Quick reference instruction card
1 each - Nasal sampling instructions
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ials Required But Not Provid

«  Timer
= Tube rack for specimens
= Anyr Y P i p ive equip

WARNINGS AND PRECAUTIONS

1. For in vitro diagnostic use. Do not reuse the test device or kit components.

2. This test has been authorized cnly for the detection of proteins from SARS-CoV-Z, not for any other viruses or
pathagens.

3. Do not use this kit beyond the expiration date printed on the culside carion.
Do not use the kit to evaluate patient specimens if either the positive control swab or negative control swab fail to
give expectad results.
Do not mix components from different kits or from other BD diagnostic assays, even if they look similar.
Kit components, other than the swabs used for specimen collection, should not make contact with the patient.
Proper specimen collection, handling, and processing are critical to the performance of this test.
Speﬂﬁcralmngorgwdmtsmded operators are not expenenced with specimen collection and
|ngpmeed.ﬂ'5 pcuaechvecﬁmhmgmd\aslmmyms disposable gloves. and eye protection when
d and

i

w oS @

a Patmgemc microorganisms. including hepattis viruses and Human Immunodeficiency Virus. may be present in
clinical specimens. Standard precautions and institutional guidelines should always be followed in handling. storing,
and disposing of all specimens and all items contaminated with biood or other body fluids.

10. The SARS-Co\-2 positive control swabs have been prepared from recombinant viral proteins and do not contain
infectious material.

11. Dispase of used BD Kit for Rapid Detection of SARS-CoV-2 test devices and reagents as bichazardous waste in
accordance with federal, state, and local requirements.

= Reagmbemmsacimnaade, which is hamnful if inhaled, swallowed or exposed to skin. if there is contact with skin,

wash immediately with plenty of water. Contact with acids produces very tovic gas.

13. BD Kit for Rapid Detection of SARS-CoV-2 test devices used in a laminar fiow hood or in areas with high air fiow
should be covered during test development to ensure proper sample fiow.

14. For additional information on hazard symbols, safety. handling and disposal of the components within this kit, please
refer to the Safety Data Sheet (SDS) located at bd.com.

STORAGE

Kits must be stored at 2-30 °C.

SPECIMEN COLLECTION AND HANDLING

Specimen Collection and Preparation

Acoeptable specimens for testing with this kit inolude nasal swab specimens obtained by the dual narss collection

method. It is essential that comect specimen collaction and preparation methods be followed. Specimens obtsined

eary during symptom onset will contain the highest viral titers; specimens obtained after § days of symptoms are more

likely to produce negative results when compared to an RT-PCR assay. Inadequate specimen collection. improper
specimen handling and'or transport may yield a falsely negative result; therefore, training in specimen collection is highly
recommended due to the importance of specimen quality for generating accurate test results.

Nasal Swab Specimen Collection

NOTE: The BD Kit for Rapid Detection of SARS-CoV-2 includes swabs for nasal specimen collection, When collecting a
nasal swab samplz, use the nasal swab supplied in the kit

1. Insert swab into one nostril of

the patient. The swab tip should
be inserted up to 2.5 cm (1 inch)
from the adge of the nostril.
Roll the swab 5 times along
the mucosa inside the nostril to
‘ensure that both mucus and cells
are collected.
2. Using the same swab, repeat i | 15 AND DON'TS OF SPECIMEN COLLECTION
process for the other nostril to 3 ; %
ensurs that an adequate sample + Use only swabs provided with the kit.
is collected from both nasal = Do test sample immediately and always within | hour
cavities, of collection,
3 Withdraw the swab fiom the nasal | For laboratory suppost for COVID-19 in the EU/EEA, vist
cavity. The sampie is now ready hitps:iiwww ecdc BUTPA EwenNOVE-COroNaVinUS/Iaorainn-suppar.
for processing using the BD Kitfor | Outside the United States, refer to applicable guidelines from other national ar
Rapid Detaction of SARS-ColW-2. | local authorities.
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TEST PROCEDURE

Reagents, specimens and devices must be at room temperature (15-30 °C) for testing.

Getting ready to test

Once the nasal swab has been collected from the nastrils, the swab must be processed within 1 hour.

Frocedural steps for Masal Swabs or control swabs:
ﬂ .
|
J I &
n =="
Taat Dlovien: 15 seconds

n tube/tip and ane BD Kt for Rapid Detestion of SARS CaV/ 2 test device from
ﬁiﬂm.dnmmdﬂ!lyb&hem

Label one test device and one extraction reagent tube for each specimen or control to be testad.

Place the labeled extraction reagent tube(s) in a rack in the designated area of the workspace.

Remove and discard the cap from the extraction reagent tube.

Insert the swab info the tube and plungs the swab up and down in the fiuid for 3 mmimum of 15 saconds,
taking care not to splash contents out of the tube.

Remove the swab while squeszing the sides of the tube to exiract the liquid from the swab.
mum&mmmmmmmumm(m
or twisting is not jired ). Mix oughly by or fiicking the botiomn of the tube.

mnmmmmhhmmmmmummnm
must be added to the test device within 30 minutes.

TEST EXECUTION
Adding the specimen to the test device
*  |nvert the extracion reagent tube and hold it vertically (approximately 1 inch Squeeze here
abowe the sample well). (ridged area)
- Gently squeere the fidged hody of the tube, dispensing three (3) drops of the %
processed spacimen into the sample well. Sample well
NOTE: Squeezing the tube too close to the tip may cause leakage.

Timing development

- Allow the test to develop for 156 minutes.

Caution: incomect results may occur if development fime is less than

15 minutes. Some lines may appear on the device sooner.

- [f running test under laminar flow hood, cover test device to avoid
inconsistent flow.
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INTERPRETATION OF RESULTS

‘When the test is ready, elevate the device. if necessary. 1o a position where the devioe reading window is optimally
posith i for user visualization. Slowly tilt the device back and forih to remove unnecessary glars.

Examine the device reading window for the visual presence of lines in the Cantrol (C), Test (T) and

Nan-specific (N} regions.

Examples of Valid Test Results are listed below:
Negative Positive

MNegative results are pr e, Positive for the detection of
Megative test resufts do not preciude SARS-CoV-2 anigen. Fositive
infection and should not be used as the results ndicate the presence
C sole basis for treatment or other patient of viral antigens, but clinical
management decisions, including comrelation with patient history
T infection control decisions, particularty T and other diagnostic informaticn
N in the presence of dlinical signs and N is necessary to determine
sympioms consistent with COVID-19, infection status. Positive
or in those who have been in contact results do not rule out bacterial
with the virus. It is recommended infection or co-infection with
that these resuits be confirmed by a other viruses. The agent
= molecular testing method, if necessary, 2 detected may not be the definite
Control Line Only | fr patient rna':aggemem_ B Ccﬂgusl:ﬂ'e and | couse of diszase.
est Line

Record result. Properly dispose of test device. Do mot re-read test devices.

Invalid test results. Invalid tests should be repeated
There are six possible invalid test results
The test is invalid due to the presence of a Non-specific line or absence of a Control ine.
The test must be repeated. If the result is still invalid. the specimen cannot be interprated.
Invwalid Invalid Invalid Invvalid Invalid Invalid
C C [ C C
) — T i T il )
N N ™ N N N N
Test fine only Control line and Test line and MNon-specific line Mo lines All 3 lines
Non-specific ine | Mon-specific lina anky
QUALITY CONTROL
Each BD Kit for Rapid Detection of SARS-Co\-2 test device contains both p and negativa ir p dural

confrols:

= The intemal positive Contral line (C) validates the immunolagical integrity of the devics, proper reagent function,

and assures correct test procedure.
The N line (Non-specific line) functions as a background line looking for possible assay interferants. If visible,
the result is invalid.
EXTERNAL POSITIVE AND NEGATIVE CONTROLS
Positive and Negative control swabs are supplied with 2ach kit. These controls provide additional quality control material
to assess that the test reagents perform as expectad. Prepare kit control swabs and test using the same procedure as
used for patient specimens.
BD recommends controls be run once for:
- each new kit lot,
« each new operator,
as required by imternal quality control procedures and in accordance with local and national regulations or
accreditation requirements.
If the kit controls do not perform as expected, do not report patient results. Contact your local BD representative.
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LIMITATIONS OF THE PROCEDURE

= Users should test specimens as quickly as ible after speci llection. within 1 hour afier specimen
collection and within 30 minutes of placing the swab into the !xuamm reagent.

= Clinicsl performance was evaluated with frozen ples, and test per 2 may be differant with
fresh samples.

- This BD Kit for Rapid Detection of SARS-CoV-2 is only intended for nasal swab specimens that are collected
and tested directly (i.e., swabs that have NOT been placed in transport media). The kit includes a pre-diluted
processing reagent in a ready to use “unitized” tube. This kit IS NOT INTENDED for testing liquid samples
such as wash or aspirate samples or swabs in fransport media as results can be compromised by
over dilution.

+ Results from the BD Kit for Rapid Detection of SARS-Co\-2 test should be comelated with the clinical history,
epidemiclogical data, and other data available to the clinician evaluating the patient.

«  Afalse-negative test result may occur if the level of viral antigen in a sample is below the detection limit of the
test or if the sample was collected or transported impropery; therefore, a negative test result does not eliminate
the possibility of SARS-Co\.2 infection.

= The amount of antigen in a sample may decrease as the duration of illness increases. Specimens collected after
day 5 of iliness are more likely to be negative compared to a RT-PCR assay.

= Failure to follow the test procedure may adversely afect test performance andlor invalidats the test result.

= The contents of this kit are to be us=d for the qualitaive detection of SARS-CoV-2 antigens from nasal swab
specimens only and are only intended to be used with the other contents of this kit. The BD Kit for Rapid
Detection of SARS-CoV-2 can detect both viable and non-viable SARS-Co\-2 material.

- The BD Kit for Rapid Detection of SARS-CoV-2 performance depends on antigen load and may not corelate
with ather diagnostic methods parformed on the same specimen.

« Positive and negative predictive values are highly dependent on prevalence rates. Positive test results are more
likely to represent false positive resuls during periods of little/no SARS-CoV-2 activity when disease prevalence
low. False negative test results are more likely when prevalence of disease caused by SARS-Co\-2 s high.

= This devica has been evaluated for use with human specimen matsrial only.

+ The performance of the device has not been on imens from individuals who have been infected
memmgvanan&ufﬁﬁs—cavzafwnﬁeheaﬂhm

- The validity of the BD Kit for Rapid Detection of SARS-Co\-2 test has not been proven for identification/
confirmation of tissue culture isolates and should not be used in this capacity.

CLINICAL PERFORMANCE
The performance of the BD Kit for Rapid Detection of SARS-CoV-2 has been demonstrated in two studies. The first
study is evalusted parformance in symptomatic individuals and the second study assessed performance in asymptomatic

Study 1
In the symptomatic study, clinical performance of 3 visually-read assay was established with 318 direct nasal swabs
prospectively collected and enrolled from individual symptomatic patients who were suspected of COVID-18 (within
5 days of onset of two or more self-reportad symptoms). 2 Eligible subjects were |8 years or older and samples were
eollected by qualified persanne! from 21 geographically diverse areas across the United States. Nasal swabs were
collected following the dual nares method and handied as described in the collection davice instructions for use.

were frozen within 30 minutes of collection. All specimens within a pre-specified date range were selected
andsequentnbjtesbedln a blind fashion. The BD Kit for Rapid Detection of SARS-CoV-2 was analyzed by visually
reading the test dewce. The participants were blinded to the par resuft and recorded thear cbservalions manually.
After evary 50 specimens, a different participant parf d the visual interp ion. Overall, there wers seven differant
participants reading the devices. The performance of the BD Kit for Rapid Detection of SARS-CoV-2 was comparad
fio results of a nasopharyngeal swab stored in 3 mlL viral transport media tested with an Emergency Use Authorized
molecular (RT-PCR) test for detection of SARS-CoV-2
& Symptoms included: new loss of taste or smell, fever, shoriness of breath or difficulty breathing, diarhea, Gl upset,
headache, extreme tiredness, fatigue, weakness, dry cough, sore throat, runny or stuffy nose, nasal congestion. muscle
aches, body aches, chills, repeated shaking with chills.
Table 1: Summary of the Performance of the BD Kit System for Rapid Detection of SARS-CoV-2 Compared 1o

ndividuals.

AT-PCR for Nasal Swabs in Symptomatic |

Reference PCR Results
BD Visual Results POS NEG Total
POS 51 1 &2
NEG 8 262 267
Total 56 263 e
PPA- 01.1% (C.I. B0.7T2%-06.1%) PPV-88.1% (C | 00.7%-20.0%)
NPA: 80.8% (C.I. 97.000-00.0%) NPV 88 1% (C.1. 98.0%-30.4%)

OPA: 03.1% (C.|. 98.0%-00.1%)
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Study 2
In the asymptomatic study. WMMNMSTDMnmIMSMyMMaMMH
from individual natic who were g testing for COVID-10. Eligible subjects were all ages and

samples were collected by qualified personnel from 3 geographlc:dyd\ersemmanem clinics in the United States. Masal
swabs were collected following the dual nares methed and handled as described in the collection device instructions
for use. Specimens were stored frozen within 30 minutes of collection and stored until tested. All specimens within a
pre-specified date rangs were selected and then ially tested in a blinded fashion. The BD Ki for Rapid Detection
dS&RS—CcVstana&yzedbywsuaﬂymadmgmemesxdevu Ea&dwmwasreadvsuaﬁybyapampmtﬂm
participant was blind to the comparator results. Cverall, there were five different ¥g the The

oftheBDanorRapdDetzcumofSARS»OoVZwascumparedmresmsnfanasalmbsmredmamL
walt!anspnrtntdlateshedwﬁan&nmeseAuﬁmzedm‘euﬂa(RTPCleEtfu’de!eﬂlmofSARS—Ou\fE
Using the cyde threshold (Ct) from the P d overall and by Ct=33 to demonstrate
ﬂuposh\neagreememuﬂheassaylshﬁﬁruﬁsarrplesbehwﬁlshmﬂmdAber(vﬂuemspcﬂdstuhghe’
vinus concentrations, therefore Ct value can be a surmogate for the amount of virus present in the sample. A Ct threshoid
of Ct=33 was chosen due to evidence suggesting that patients with Ct value 30 ara no longer contagious. 245

Table 2: Summary of the Performance of the BD Kit for Rapid Detection of SARS-CoV-2 Compared to RT-PCR for Nasal
Swabs in Asymptomatic Individuals.

Reference PCR Results
BD Visual Results POS NEG Total
POS 13 2 15
NEG T 345 355
Total 20 380 370

OPA: 07 8% (C.I. D5.4%-08.7%)
PPV: 86.7% (C.l. 54.8%—88.5%)
NPV: 88.0% (C.I. B8.7%—82.1%)

Table 3: Summary of the Performance of the BD Kit for Rapid Detection of SARS-Co\-2 Compared to RT-PCR for Nasal Swabs in
& ic Indiv Calegorized by Ct cutoffs.

Overall PPA Ct=33 PPA. Overall NPA
65.0% (C.1. 43.3%81.0%) T2.2% (C.I. 40.1%87.5%) ©90.4% (C.I. 07.0%00.8%)
EXPLANATION OF TERMS:

Cl: Confidence Interval

PRA Positive Percent Agreement = True Positives / | True Postives + False Negatves)

NPA: Negative Percent Agreement = True Negatives / (True Negatives + False Positives)

QOPA: Overall Percent Agreement = (True Positves + True Negatives) / Total Samples

PPV: Fositive Predictive Value = True Positves | (True Positives + False Positives)

NPV Megative Predictive Value = True Negatwes / (True Negatives + False Negatives)

AHAL?TICAL PERFORMANCE

The BD forRapndDemonufSARS-CoUQﬁestdewcelspmdmedbyanlémh:alpmzessasmBD‘u’e'mr"

System for Detection of SARS-CoW-2, however the devices are fferently. The BD Kit for Rapi

Detaction of SARS-CoV-2 is interpreted visually whersas the BD Veritor m‘gﬁnkxﬂaﬂdmﬁa -2

ﬁlruemre‘bedbymeBDVamr"" PIusArLatyzer m. Because the devices are functionally the same, the analytical
data g d for the jon of BD Vemw“' System for Rapid Detection of SARS-CoV-2 also applies to

the BD KlnorR,amd Detection of SARS-CoV-2 visual read assay.

LIMIT OF DETECTION (ANALYTICAL SENSITIVITY)

The LOD for the BD Veritor™ System for Rapid Detection of SARS-CoV-2 was established using limiting dilutions of a
wviral sample inactivated by gamma imadiation. The material was supplied at a concentration of 2 8 ¥ 10° TCIDw/ml In
this study, designed to estimate the LOD of the assay when using a direct nasal swab, the starting material was spiked
mavuhmedmdedmﬂnannasalmahmohamedﬁwnhealﬂwdﬂmardw!ﬁnmdrﬁgaﬂwhrSARS—Co\L? An
initial range finding study was performed testing devices in triplicate using a 10-fold dilution series. At each dilution, 50 pL

samples were added to swabs and then tested in the BD Vertor™ assay using the procedurs for patient nasal
swab specimens. A conceniration was chosen between the |ast dilution to give three positive results and the first to give
results. Usimihrsmmnh’almn the LOD was further refined with a 2-fold dilution series. The last dilution
o g 100% positivity was then bested in an additional 20 replicates tested in the same way.
2.8 x 105 TCIDgy/mL 1.4 x 102 TCIDg/mL 1220 5%
Lrnnafdeiechonafme\nsual read was established in two studies. One with two experiencad operators and one
with eleven i The inex, mdussshzsvamngeducanulagegmd

and healthcare
backgrounds, however, nmrehadexpenernemmmeﬂovem"SystemoranyBDlateralﬂawassay Serial dilutions
of gamma imadiated virus were prepared in nasal fluid. The samples wene randomized and read by the BD Veritor™ Plus
Analyzer at 15 minutes and then read visually by different operators using blinded samples. In both analytical studies, the
limit of detection of the visual read was determined to be one 2-fold dilution higher than the BD Veritor™ Plus Analyzer
with an acceptance criteria of 205% detection. These studies showed that the instruments can consistently detect slightly
fainter lines than a human.
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CROSS-REACTIVITY (ANALYTICAL SPECIFICITY)
Cross-reactivity of the BD Ventor™ System for Rapid Detection of SARS-Co\-2 was evaluated by testing a pansl of high

prevalence respiratory pathogens that could potentially cross-react with the BD Veritor™ System for Rapid Detection of
SARS-CoV-2. Each organism and virus was tested in triplicate. The final concentration of each organism is documentad

in the following table. This data was determined using the instrumentad BD Veritor™ System for Rapid Detection of

SARS-CoV-2 assay.
Potential Cross-Reactant Concentration Tested Cross-Reactivity (YesMo)
Human corenawinus 228E (heat inactivated) 1.0 x 105 imlL No
Human corenawvius 0C43 1.0 x 10° TCIDso/mL No
Human corenawrus NLE3 1.0x 105 TCIDsg/mL Mo
Adenovirus 1.0x 105 TCIDsyimL No
Human Metapneumaoninus 1.0 x 105 TCIDey/mL Mo
Parainfluenza virus 1 1.0 x 105 TCIDgy'mL No
Parainfluenza virus 2 1.0 x 105 TCIDsa/mL Mo
Parainfluenza virus 3 5.2 x 105 TCIDgmL No
Parainfiuenza vinus 4 1.6x 10° TCIDso'mL Mo
Infiuenza A 2.5 x 105 TCIDsp/mL No
Infiuenza B 28 x 105 TCIDgy/mL No
Enterovirus 4.0 x 105 TCIDspimL No
Respiratory syneytial virus. 40x 105 TCIDg/mL No
Rhinovirus 1.1 x 105 PFU/mL No
SARS-coronavines 4.5 % 105 PFU/mL No
MERS-coronavirus 1.5 x 105 TCIDsoimL Ne
Haemophilus infuenzae 14 x 10° CFLMmL No
Sireplococcus pneumonias 1.0 x 10° CFUMmL Mo
Sfrepiococcus pyogenss 1.8 x 108 CFUMmL No
Candida albicans 1.8 x 105 CFUmL No
Pooled human nasal wash 100% Ne
Bordeteila pertussis 1.4 x 105 CFUMmL No
Mycopiasma preumoniae 1.0 x 105 CFUmL No
Chiamydia pneumonize 1.0x 108 IFUimL No
Legionella pneumophila 1.0 x 105 CFUfmL No

This data was determined using the instrumented BD Veritor™ System for Rapid Detection of SARS-CoV-2 assay.
To estimate the likelihood of cross-reactivity with SARS-CoVl-2 of organisms that were not available for wet testing,
In sifico analysis using the Basic Local Alignmemt Search Tool (BLAST) managed by the National Center for
Biotechnology Information (NCBI) was used to assess the degree of protein sequence homology.
« For P, jiroveei one area of sequence similarity shows 45 4% homalogy across 8% of the sequence, making
cross-reactivity in the BD Vertor™ sandwich immunoassay highly uniikely.
No protein sequence homology was found between SARS-CoV-2 and M. fuberculosis. and thus
homology-based cros: ivity can be ruled out.
= The comparison between SARS-CoVV-2 nucleocapsid protein and human coronavirus HKU 1 revealed that the
only potential for homology is with the HKU1 nucleocapsid phosphoprotein. Homaology is relatively low, at 36.7%
across 82% of sequences, but cross-reaciivity cannot be ruled out.
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ENDOGENOUS INTERFERING SUBSTANCES

Various substances were evaluated with the BD \eritor™ System for Rapid Detection of SARS-Co\2. The substances

tested included whole blood 4%, mucin and various medications. No interference was noted with the BD Veritor™ System

for Rapid Detection of SARS-CoV-2 assay for any of the substances tested.

Substance Concentration Tested Interference (YesMNo)
Afrin Nasal Spray (Oxymetazoling) 5% wiv Mo
Flonase (Fluticasone) 5% wiv Mo
Nasacort (Triamcinolone) 5% wiv Mo
Neo-Synephrine (Phenylephrine hydrochloride) 5% wiv Mo
Oseltamivir 2.2 pg/ml Mo
Mucin protein 2.5 mg/mL Mo
Rhinocort (Budesomide) 5% wiv No
Safne nasal spray 15% viv No
Zanamivir 282 ngimL Mo
Zicam Cold Remedy (Galphimia glauca. Luffa cperculata, Sabadilla) 5% wv No
Whole biood 4% wiv Mo
Cepacol (MentholBenzocaine) 1.5 mgimbL No
Ricola (menthal) 1.5 mgimL Mo
Tobramycin 4 pgimL Ne
Sucrets (Dyconme/Menthol) 1.5 mg/mL Mo
NeilMed Naso Gel 5% wiv Mo
Zicam nasal spray (Oxymetazoline) 10% v Mo
Alkalol nasal wash 10% wiv No
Fisherman's Friend (menthol) 1.5 mpimL Mo
Chloraseptic {Phenal Spray) 15% wiv No
Mupirocin 10 mgfmL Mo

Additionally. the following wers tested for interference in a negative

and a 3x LOD sample. No interference was noted at

the levels tested.
Substance Concentration Tested Interference (YesNo)
Afrin Nasal Spray (Oxymetazoline) 15% vy No
Neo-Synephrine (Phenyiephrine hydrochioride) 15% viv MNo
Orseltamivir 22 pg/mL No
Mucin protein SmgimL Mo
Mupirocin 10 mg‘mL Mo
Rheumatoid Factor 12.5 IWmL No

Note: Based on in vitro testing, false positive results cannot be ruled out in patients with rheumatoid factor
higher than 12.5 IWmL in nasal fluid, although it is unclear if such concentrations are clinically relevant.
This data was determined using the instrumented BD Ventor™ System for Rapid Detection of SARS-Co\-2 assay.
Additonally, the following substances were tested and the results interpreted visually. No interference was noted.

Substance Concentration Tested Interference (YesMo)
Whole bload 4% uiv Mo
Mucin protein 2.5 mgimL Mo
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MICROBIAL INTERFERENCE

The BD Veritor™ System for Rapid Detection of SARS-Co\-2 assay was evaluated with various organisms at the
concenirations indicated below. No interference was nofed.

Potential Microbial Interferent Concentration Tested Interference (Yes/Mo)
Human coronavinus J20E 1.0 x 10° UimL Mo
Human coronavinuss OC43 1.0 x 105 TCIDsg/mlL No
Human coronavirus NLEJ 1.0 x 105 TCIDg/mL No
Adenovirus 1.0 x 10% TCIDsp/mL No
Human Metapneumovirus 1.0 % 105 TCIDggmL No
Parainfluenza virus 1 1.0 x 105 TCIDsg/ml No
Parainfluenza virus 2 1.0 x 105 TCIDep/mL No
Parainfluenza virus 3 5.2 x 105 TCIDspimlL No
Parainfluenza virus 4a 1.5 x 10# TCIDgy'mL No
Influenza A 2.5 x 10° TCIDso'mlL Mo
Influenza B 2.8 x 105 TCIDso'miL No
Enterovirus DGE 4.0 x 10% TCIDso'miL No
Respiratory syncytial virus 4.0 x 105 TCIDg/mL No
Rhinovirus 3 1.1 x 105 PFUWmL No
SARS-coronavinus 4.5 x 10° PFU/mML MNo
MERS-coronavirus 1.5 x 105 TCIDsg/mlL No
Haemophilus influenzae 1.4 x 108 CFU/mL Mo
Sirepto i 1.0 x 108 CFU/imL No
Sireplococcus pyogenes 1.6 x 106 CFU/mL Mo
Bordeteila pertussis 1.4 x 10 CFU/mL No
Mycopiasma pneumoniae 1.0 x 10F CFU/imL No
Chiamydia pneumonise 1.0 x 10€ IFW/mL Mo
Legionella pneumophila 1.0 x 108 CFU/mL No
Pooled human nasal wash MNA No
Candida aibicans 1.8 x 10 CFU/mL No

This data was determined using the instrumented BD Vestor™ System for Rapid Detection of SARS-Col\-2 assay.

REPRODUCIBILITY

Another study was designed to assess the capability of users to test seeded swab samples scross the dynamic rangs of
the assay with sleven (11) users, over two (2) days. using dilution preparations in four (4) separate sessions with a single
ot of devices. The following table shows the performance.

Sample SessionNo. 1 Session No. 2 Session No. 3 Session No.4 Total
% Positive | 05%C.1. | % Positve | 85% CL | % Posiive | e5%C.l. | %Postve| 95% CL | % Postive | esmc
i 100% | (70.8% | 100% | (723%, | 100% | (70.8%, | 100% | (70.8%, | 100% | (03.8%,
(1515) | 100%) | (on0) | 100%) | (155 | 100%) | sy | 100wy | (s50s5) | 100%w)
e 100% | (7o8%. | 100% | (723%. | 1o0% | 7oe%. | 100% | 7o6%. | to0% | (@3St
(1515) | 100%) | (1010) | 100%) | (1sns) | 100%) | snsy | 1o0o%) | (s5ss) | 100w
FRin 100% | (70.6%, | 70% | (30.7%, | B33% | (702%, | 86.7% | (82.1%, | BO.1% | (78.2%,

(1518) | 100%) | @m0y | B0.2%) | (1415 | ss.8%) | (118 | se3%) | 4ams) | oe0%)

ozsctop | 333% [ 052w [ 2% | @7w, [ 23w [s2n | 20% | @ow [ 273w [ a7aw,
(@15) | 683%) | (2n0) | 61.0%) | (818) | 583y | qans) | 452%) | (168s) | 4020)

0.125 LOD 0% (0%, 0% (0%. 67% | (12%. 0% (0%. 18% | @2%.

; Wi5) | 204%) | @10y | 278%) | (115) | 2008%) | ovis) | 204%) | (uss) | oex)
Megative Nasal | 0% (0%, 0% (0%, % 0%, 0% (0%, 0% (0%,
Fluid (W15) | 204%) | @10y | 27.8%) | @15) | 204%) | 4v15) | 204%) [ (s5) [ 65%)
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HIGH DOSE HOOK EFFECT

Mo high dose hook affect was chserved up to 2.8 x 10° TCIDsp/ml of gamma-inactivated SARS-Co\l-2 with the

BD Vertor™ System for Rapid Detection of SARS-CoV/-2 test.

TECHNICAL SUPPORT

Cutside the United States, contact your local BD representative.
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CHANGE HISTORY
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Revision Date Change Summary
a1 2021-02 Initial Refease.
02 2021-03 Deleted dupficate content. Added asymptomatic population to Intended Use section. Updated
enroliment criteria for clinical performance and redevant performance characteristics. Added
asymptomatic performance data.
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