Derogation Request for the BD Kit for Rapid Detection for Rapid Detection of SARS-CoV-2
to be used as a self-test

Derogation request to market the BD Kit for Rapid Detection of SARS-CoV-2 as self-test in The
Netherlands

Becton Dickinson and Company (BD) is requesting a derogation to market 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 has CE marked smaller
pack sizes of 1 test (256113) and 5 tests (256114) per pack of the above mentioned device for
professional use. 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 Kit for Rapid
Detection of SARS-CoV-2 as self-tests.

All packaging configurations mentioned 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 IG] and

vWS/GMT via IIIIEEEEE@ minvws.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

2

BD Life Sciences - BD Life Sciences -

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

& 5.1.2e t:

b. Manufacturer

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

c¢. European Authorized Representative

| e [Rep| Benex Limited
Pottery Road, Dun Laoghaire
Co. Dublin, Ireland

d. IS0 certification
Design site
BD Life Sciences - Integrated Diagnostic Solutions Point-of-Care Diagnostics
11085 Road to the Cure, Suite 200 San Diego, CA 92121 USA
1SO 13485 :2016 and EN ISO 13485:2016 Ref: FM 524478

Manufacturing site
BD Rapid Diagnostics (Suzhou) Co., Ltd. FDA registration # 3006948883 No. 9 Ruipu Rd.

Export Processing Zone B Suzhou Industrial Park Suzhou, Jiangsu 215126 China
1SO 13485 :2016 and EN ISO 13485:2016 Ref: MD 524436

Legal Manufacturer
Becton Dickinson and Company
7 Loveton Circle Sparks, Maryland 21152 USA
1SO 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 MEDDEV 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. This is detailed in procedure CPR-037 “European Vigilance Procedure.” The
procedure complies with the European Medical Devices Vigilance Guidelines MEDDEV 2.12-1.
The following procedures are utilized in post market surveillance activities:
i. BDDSQP1400 TrackWise DCHU & Investigation Site Complaint Handling

ii. CBI-094 Complaints Investigation

iii. 0201-000-000-SOP Management Review

iv. BDDSQP0422 Post-Market Surveillance

v. BDDSQP0204BDDS Quality Data Analysis and Reporting

vi. CPR-037 European Vigilance Procedure

2. 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
256113
256114

¢) Product Picture

Figure 1: picture of BD Kit for Rapid Detection of SARS-CoV-2 (30 pack)
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d) 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 detectahble 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 Attachment 3: Instructions for Use of the BD Kit for Rapid
Detection of SARS-CoV-2.

e) 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.

f) 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

1 symptoms included: new loss of taste or smell, fever, shortness of breath or difficulty breathing, diarrhea, Gl
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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stored in 3 mL viral transport media tested with an Emergency Use Authorized molecular (RT-PCR) test
for detection of SARS-CoV-2.

Table 1: Summary of the Performance of the BD Kit for Rapid 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 1 52
NEG 5 262 267
Total 56 263 319

1471291

PPV. 98.1% (C.I. 90.7%—99.9%)
NPV: 98.1% (C.1. 96.0%—99.4%)

PPA: 91.1% (C.I. 80.7%-96.1%)
NPA: 99.6% (C 1. 97.9%-99.9%)
OPA: 98.1% (C.|. 96.0%99.1%)

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 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 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. 96.7%-99.1%)
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g) Risk Assessment

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. Any risks identified in FMEAs that resulted in
unacceptable risk priority numbers (RPN) after risk control measure (RCM) implementation have been
evaluated for possible patient/user harm in the Hazard Analysis (BALTRMVISSARSCOV2APH rev A/1).
All individual Hazard Analysis risks have been evaluated to identify and implement RCM to reduce the
probahility of occurrence as far as possible. Any risks that showed a residual risk as unacceptable (i.e.,
RE or YE) has been evaluated for benefit/risk per Benefit Risk Analysis BALTRMVISSARSCOV2BRA rev
A/1. For more detailed information please see Attachment 5: IDS Benefit Risk Analysis for BD Kit for
Rapid Detection of SARS-CoV-2

The individual and / or overall Benefit / Risk rationale(s) show that the product’s medical benefits
outweigh the residual risks of the device hazards subjected to the Analysis. Information for safety for
all device hazards submitted to the Benefit Risk Analysis has been identified. Therefore, combined
overall device residual risk is balanced against the benefit of the product(s) covered in the associated
Risk Management File. The product(s) described in this Risk Management Report has been evaluated
and risk management activities have been implemented per the Risk Management Plan
BALTRMVISSARSCOV2RMP, and the overall residual risks have been evaluated per the Benefit Risk
Analysis BALTRMVISSARSCOV2BRA. All risks have been deemed acceptable.

h) 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 3 Equivalency between BD Veritor™ System for Rapid Detection of SARS-CoV-2 and BD Kit for
Rapid Detection of SARS-CoV-2 and is CE marked to the IVD Directive 98/79/EC.
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i) Kit components: Identification, Packaging & Labeling of BD Kit for Rapid
Detection of SARS-CoV-2

QUANTITY

KIT COMPONENT 256091 256113 256114 DESCRIPTION

BD Kt for Rapd 30 single use t=st | 1 single use test 5 single use test Foil pouched test device containing

Detection of devices davice devioes one reactve stnp. Each strip has one

SARS-CoV-2 System Iine of munine ant-SARS coronavirus

Test Devices monocional antibody on the test line.
and one of biotn coupled to bovine
protein on the positive control line.
Murine and Leporine anti-SARS
comnavirus and anti-biotn
monocional antibodies conjugated to
detector reapents ane bound in the
sampie delivery area.

Extraction Reagent 30 sngle use 1 single use 5 single use Detergent sokstion with less than

reaction tubes, reaction fube, with | reaction tubes, 0.1% sodum azide [presesvativa).
each with 325 pl. | 325 pl extraction | each with 325 pL

extraction reagent and extraction

reagent and having an infegral | reagent and

hawving an integral | dispensing tip having an integra

dispensing tip dispensing tip
Specimen 30 sterle, single 1 sterile, sngle 5 sterile, single For sample collection and fransfer.
sampling swabs LUSE SpECImEn \sespeunen usSe specimen

sampling swabs sampling swab samping swabs
SARS-CoV2(+) 1 each - Mone HNome Mon-infectious, recombinant viral
Control Swab individually protein antigen with less than

wrapped for single 0.1%: sodum azide.

use
SARS-CoV-2(-) 1 each - None None Buffier with less than 0.1% sodium
Control Swab indivicusally azide.

wrapped for single

use
Assay 1 each - 1each - 1 each -
documentation Instructions for Instructions for Instructions for

use use

1 each - Quick

reference

instruction card

1 each - Nasal

samgling
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i. Outer box labeling
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Figure 3: Shelf Pack Label BD Kit for Rapid Figure 4: Barcode Label BD Kit for Rapid
Detection of SARS-CoV-2 Detection of SARS-CoV/-2
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Figure 5: box for single pack? Figure 6: box for 5-pack?

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

The difference between 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.

Figure 7: Picture of test device BD Kit for Rapid Detection of SARS-CoV-2

- 2.625" -‘
& BD KitforRopid Detection  [REF| 256091 2
of SARS-CoV-2, Device - =
10" C€ ol z.uﬂ/ 33 +——— Spedificlot/Exp
1 sl e [=T=] 35 added at time
i Ch Dot o of printing
) 1072437001} Eoa F

Figure 8: Foil Pouch Lobel BD Kit for Rapid Detection of SARS-CeV/-2, Device

2 Labels for the single and 5-pack are currently in development
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iii. Extraction reagent

Figure 9: Picture of Extraction Reagent

Figure 10: Picture of extraction tube holder {30 pack)

Figure 12: picture of extraction tube holder (single pock)

‘r— 2.625"

1
|
]
I
|

(]
& BD Veritor™ System c € 10 o
eag L 2C = 1§ -
1.0" Inthe USA:For use undes € U . wwony | 5 5 Specific lot / Exp
‘ﬁ@;ﬁ&m o E@ﬁ:ﬁmmm & added at time
N e B2267105) El:)(l of printing.
X
Figure 13: pouch label of Extraction reagent
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iv. Sampling Swabs

Figure 14: Picture of Specimen sampling swobs

v. Control swabs (only available in 30 pack)

SARS-CoV-2 (<) Control Swab
SARS-CoV-2 Negative Control
il Becton, Dickinson and Company Benex Limited
Sparks, Maryland 21152 USA Pottery Road, Dun Laoghaire
Madein China Co. Dublin, Ireland
In the USA: For use under EUA

QCBARCODE - SCAN WHEN PROMPTED FOR SPECIMEN ID

BD Veritor™ System c E
@ 30°C

Specific lot / Exp
added at time
of printing.

1012269(04)
LLLLLLL

2 YYYY-MM-DD

[teT]

1 Placement of Production Identifier Bar code

(240)X XXX XXX(17)YYMMDD(10)LLLLLLL

£
|
|
|
|
|
|
|
1
|
\

f .

| ©BD Veritor™ System € feonthoL]+] I )
| SARS-CoV-2 (+) Control Swab

SARS-CoV-2 Positive Contral

| ‘ Becton, Dickinson and Company Benex Limited
I Sparks, Maryland 21152 USA Pottery Road, Dun Laoghaire
| Mude m China Co. Dublin, Ireland
I
I
|
|
\

H

LO12270(04)

Specific lot / Exp
added at time
of printing.

LULLLLL

In the USA: For use under Emergency Use Authorlzation (EUA) Only
QC BARCODE - SCAN WHEN PROMPTED FOR SPECIMEN ID

||H L Flacement of Froduction |dentifier Bar code ||||
s Tt LT

(240)XXXXXXX(17)YYMMDD(10)LLLLLLL

2 YYYY-MM-DD

[ceT]

Figure 17: pouch label positive control swab
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vi. Assay Documentation

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

CEw [ ®® 4> 8

[WeF! 256021 BD Kit for Rapid Detection of SARS-CoV-2. 30 Test
[EF 250113 BD Kit for Raprd Detecion of 3ARS-CoV-2, | Test
[REF 2¢114 £D Kt for Rapid Detection of SARS-CoV-2. 3 Test

@ Pages 1-10 ° Sider 11-20 e Seten 21-30 e Paginas 3140
© roeus 0 ragresia © stoysric

INTENDED USE
The BD Kit for Rapid Detection of SARS-CoV/ is a chromatographic mmuncassay intendesd for the dreot and qualitative
detection of SARS CoV-2 nudleonansid antigens in nasal swabs from indivicuals who 2re without symploms. o with
symptoms, who are suspectsd of SARS-Cav-2 miectian by ther heatncars provicsr.

iy reac resuls are for the i of SARS-LCoV-2 tigen. This anigenis generaly
N UPNET FEApicAtTY SATEIES duning the acite phase of nfecton Pasitiue msiilts. indicats the pressnce of viral antgens,
but ciinical comeiation with patent history and cther diagnastic information is necessary to deterrmine infection status.
The BD Kitfor Rapia Datection of SARS-CoV-2 is Intanded o use It point of cars satings by haaiticars professionals
or trained users specifically insirueted in the use of the BD Kit for Ragxd Detection of SARS-Cov-2 and proper in'ection
<ontrol procecures.
SUMMARY AND EXPLANATION OF THE TEST
Anovel coronavirus (2016-nCol/) was identiid i Decersber 2018'. which has resulted in hundreds of milions of
canfirmed human infectione warkdwite Caces of cevero Binoce and deshe havo baen reparted On February 11, 2820
e Intemarional Commite for Taxonomy o Viruses (ICTV) renamed the vinus SARS-CoV-2

Ths madian meubation tma 15 sstmated 1o be approsmately 5 days? wih symploms estmatad 10 ba pressnt wihin
12 daysafinfecton. The symptoms of COVID-18 are similar to other viral resparatory diseasas and inchice fever, cough,

and shorhess of breatn
PRINCIPLES OF THE PROCEDURE
When specimens are processed and added ko the test device, SARS-CoV-2 antigens present in Ihe specimen bind o
antbodies oenjugated fo detestor particies in the test strip. The antigen conjugate cor ‘migrate across iha st sire
15 the resction area and are captured by iras of antbedies bound on the mambrans.
REAGENTS
The following components are ncludad in e B Kitfor Rapid Detection of SARS-Col2,
Materials Provided.
QUANTITY
L 256081 23613 256114 [DESCRIPTION
BD Kt iox Rapdd Wongiewe sl | Tsigleueies | Ssngewsetest | Fo pouched test device conianing
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aniibodies onjugaies 1o
3% bourein the
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eachwth 5 | 325 extracacn | sach weh 205 1.
exracion reagentand exracion
rengert and having an integrsl | reagert and
having an miegral | dspensing haing an integral
dspensngtip

Figure 18: Instructions for Use assembly for the BD Kit for Rapid Detection of SARS-CoV-2 with BD catalog
number 256091
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BD Kit fer Rapid Detection of SARS-CoV-2

Read the complete test includiny

before perforiming the test. Refer to lhe package insert for complete information about

the test. Ensure ALL componants are at room temperature (15-30 “C) when running the test.

Galber lest materia Remove cap o Insert paert sampie swad and Remove swab wilie Squsezing on (e tube Ay
and ol st cevice wih extraclion resgeni lube wigoreusly pringe fhe sl up Ao b ko exiract iquid Property A e sample by Aeking or swiling
specmen in. Use only reagert ubes 15 seconds taking care dispose of swab +he boftom of e fube ASd sampe o
arovided wilh 1hs kI 1ot 1 Splash Contents aut of wbe {25 devie WAl 30 e
e M| i 1
ﬁ 15 seconds |
e
b4 £
T ; =

RUNNING THE ASSAY RESULTS INTERPRETATION
Positive Test
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Add 3 dreps of the processed sampie o the fesl device (ridged area) || Control (C) Ine rsgmam in the Test (T) Iine. re .
S SARS Gov 2 antigen oencmmsuwmcnswma\umemoramuennw L

‘Sample well S Npaiit seal 1) ok iAoy o e ][
considered posit

Alow et o devclop for 15 minutes

[l caution: incomsct resuits may occur if devalopment
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on the dewice sooner. If running lest under laminar
0, COver i dent: 1 Vel et b

(W e

Anegative specimen resull will Gve asmgle wis bie live 1t (e
Ganlrol (©) line region

Negative Test

Wihen e test Is reacy, elevate e test device, If necessary, to A pOsMion where the fest
device reaning window Is oplimaly pastioned for uset visualization Slowly Hil he test
GeviCe DACK aNd oM to Famove | e

Fxamine ie, device reading window for (he visual presence of Fncs in ine
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Figure 19: 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

The BD Kit for Rapid
Detection of

SARS-CoV-2 includes
swabs for nasal
specimen collection.

Corefully insert the swab into one
nostril. The swab tip should be
inserted up (o 2.5 am (1 mch) from
the edge of tha nastril. Roll the
swab § times along the mucosa
inside the nostrils to ensura that
both mucus and calls are collacled.

Do's and Don'ts of Sample Collection
+ Do collect sample as soon os possible after anset of symptoms.
= Do test sample (mmediately.
» Use only swabs provided with the kit.
« Refer to: Laboratory support for COVID-19 in the ELV/EEA at
https:/iwww.ecdc.europa OIONAVl pport

For further technical Information please contact your lozal BD representative or visit bd.com.
For more detallad guidunce on the use of the product please refer to the Instructions for usa.

|REF] 256091

Using the same swab, repeat.
this pracess for the other nostril
to ensure that an adeguate
sample Is collectad from both
nasal cavities.

Withdraw the swab fram the
nasal cavity. The sample is now
ready for processing.

(€ o)

Benex Limied
Pettery Road, Dun Laoghaire
Co.Bublin, lielang

wall Becton, Dickinson and Company
7 Loveton Circle
Sparks, Marviand 21152 USA

8D and the BD Logo are trademarks of Becton, Dickinson and Company of Its
affilates. © 2020 BD. Allrights rosarved

EE bd.com/e-labeling

La12439(1)
202012

Figure 20: Quick Reference Guide proper Nasal Swab Sample Collection BD Kit for Rapid Detection of SARS-

CoV-2

Page 15 of 108

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

1471291



1471291

Derogation Request for the BD Kit for Rapid Detection for Rapid Detection of SARS-CoV-2
to be used as a self-test

3. 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-CoV-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.

4. Use of the BD Kit 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.

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

The Self-Test study listed below was performed with the BD Veritor™ System for Rapid Detection of SARS-
CoV-2 but without the use of the BD Veritor™ Plus Analyzer. Therefore, we consider the results of the
publication® also valid for the BD Kit for Rapid Detection of SARS-CoV-2. For more details, please consult
the publication Self-testing for the detection of SARS-CoV-2 infection with rapid antigen tests. 1.J.J.M. Stohr
etal. 2021

3 J. J.LM. Stohr, V. F. Zwart, G. Goderski, JNEKEZE 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
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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 2: Instructions for the use of the BD Veritor™ System for Rapid
Detection of SARS-CaoV-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). Oronasopharyngeal
swabs were collected from the participants for qRT-PCR testing. As a proxy for contagiousness, viral
culture was performed on a selection of qRT-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 qRT-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 2: 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% C1:72.5-82.8) 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.

d) Survey on usability

The study's secondary objective was to evaluate the usability of the commercially available rapid antigen
tests as self-tests. For this purpose, participants were asked upon completion of the test to respond to
the survey on their experience. Therefore, usability was defined by the self-testers’ ability to understand
the instruction, complete the test, and whether they perceive the procedure as easy or difficult.
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The survey comprised the following questions:

Questions Response Responses for BD Veritor™
System for Rapid Detection
Age, median 41 (28-54)
Gender, n (%) Male 720 (44.9)
Female 884 (55.1)
Highest level of education, n (%) [ Elementary school 35 (2.2)
Highschool 835 (52.1)
Bachelor degree 516 (32.2)
Masters degree or higher 218 (13.6)
Currently symptoms COVID-19 | Yes 1119 (69.8)
infection, n (%) No 485 (30.2)
Symptoms COVID-19 infection in | Yes 99 (6.2)
past 3 weeks, n (%) No 1505 {93.8)
No symptoms COVID-19 | Yes 386 (24.1)
infection, n (%) No 1218 (75.9)
Difficulty, median (1: very difficult - 9 (8-10)
10: very easy)
Watched instruction video Yes 480
No 1124
The instructions for use were i 1483
clear 2 113
(1: totally agree -4: totally disagree) 3 6
4 2
| am confident | performed the 1 1145
nose sampling properly 2 401
(1: totally agree -4: totally disagree) 3 42
4 16
I am confident | performed the 1 1367
execution of test properly 2 195
3 26
(1: totally agree -4; totally disagree) 4 16
| am confident | interpreted the : 1550
test result properly 2 39
2 8
(1: totally agree -4: totally disagree) 4 7
| would use this rapid test again 1 1359
2 184
(1: totally agree -4: totally disagree) 3 37
4 24
| would recommend this rapid ) 1285
test to other persons 2 262
3 31
(1: totally agree -4; totally disagree) 4 26

All participants assigned to use BD Veritor™ System for Rapid Detection of SARS-CoV-2 completed it.
However, a few usability issues were identified, including challenges with the specimen collection. 58
out of 1604 or 3.6% reported uncertainty about how deep the swab should be inserted into the nostril.
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Most self-testers found the instruction easy to understand and follow, yet a few (42 out of 1604, or
2.6%) reported uncertainties in the execution of the test. This perception was more prominent in users
of advanced age. No association between the difficulty of administering the test and educational
background was suggested.

Although not discussed in the article, the survey results alluded to the acceptability of rapid antigen
tests as self-tests. Out of 1604 study participants assigned for BD Veritor™ Systems, 1543 would use
the device again in the future, and 1547 would recommend the test to other persons.

Based on these findings, BD is confident that BD Veritor™ System for Rapid Detection of SARS-CoV-2
and its equivalent but visually read device BD Kit for Rapid Detection for Rapid Detection of SARS-CoV-
2 with the appropriate layman step by step instruction are suitable to be used as self-tests.

e) Risk analysis taking into account the risks arising from the layperson’s use
of the test.

The risk management plan was executed by assessing product risk through the generation of risk
assessment tools, Hazard Analysis and Process FMEAs. These tools were used to identify and verify risk
control measures. Any risks identified in FMEAs that resulted in unacceptable risk priority numbers
(RPN) after risk control measure (RCM) implementation have been evaluated for possible patient/user
harm in the Hazard Analysis. All individual Hazard Analysis risks have been evaluated to identify and
implement RCM to reduce the probability of occurrence as far as possible.

BD is applying for derogation for professional use devices to be used as self-tests. There are no changes
to the design or production of the existing device, BD Veritor™ System for Rapid Detection of SARS-
CoV-2 and BD Kit for Rapid Detection of SARS-CoV-2.

In addition to the risk analysis performed for the diagnostic tests intended for professional use, BD has
considered additional risks that may arise from the use of the device by a layperson:

1. Risk associated with design and production of the device

2. Erroneous results arising from use errors

3. Risks associated with behavior upon receiving the test results

To 1) Risks associated with the design:

e Hazards associated with the device's design, such as cartridge or other components lodged in
throat, are mitigated by the inherent design of the device and information accompanying the
device.

e  Hazards such as chemical exposure, which can result from e.g., spills from the processing tube,
are reduced by the inherent design of the tube container, such as headspace between liquid
and top of tube and angled fit of cap eases cap removal. Additionally, the layman IFU includes
a warning that the tube contains sodium azide and directions on washing if the liquid contacts
the skin or eyes.

To 2) Erroneous results arising from the user errors:

e False positive or invalid results that may occur from the incorrect use of the device (e.g.,
extracted specimen is added to “Read” window), extraction reagent (e.g., too much or not
enough extracted specimen added to device), etc. The hazards are addressed by the inherent
design of the device and mitigated by the information accompanying the device.

e BD has a post-market surveillance system in place to collect, record and analyze potential
recurrent use errors in order to take the necessary actions, if applicable.
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To 3) Risks associated with behavior upon receiving the test results
e  False negative results due to the asymptomatic patient target load is below assay’s limit of
detection. Any results should be treated as presumptive and should not be used as the sole
basis for patient management. This hazard and the associated adverse effects are addressed
in the information accompanying the device.
e Management of positive results inclusive reporting is addressed in the information
accompanying the device.

The individual and/or overall Benefit / Risk rationale(s) show that the product's medical benefits
outweigh the residual risks of the device hazards subjected to the analysis. Information for safety for
all device hazards submitted to the Benefit-Risk Analysis has been identified. The identified risks
associated with the use by a lay user could be reduced as far as possible with an appropriate layman
IFU. Therefore, combined overall device residual risk is balanced against the benefit of the product(s).

f) Conformity with Essential Requirements specific to self-tests

BD assessed the conformity of BD Kit for Rapid Detection of SARS-CoV-2 with the Essential Requirements
specific to self-tests, which are laid down in Annex |, in particular Section 7 and Section 8.

The following device-type specific standards were considered:
EN 13532:2002 “General requirements for in vitro diagnostic medical devices for self-testing”

EN IEC 62366-1:2015 “Medical devices, Part 1: Application of usability engineering to medical
devices”

EN 1SO 18113-4: 2011 “In vitro diagnostic medical devices — Information supplied by the
manufacturer (labelling) — Part 4: In vitro diagnostic reagents for self-testing”

Risk benefit analysis addressed the perceived risks of the device when used as a self-test. BD attests that
the design and manufacture conform to the safety principle, and the device is suitable to be used by a lay
user according to the accompanying Instruction for Use. For more information, please consult the
provided documentation, risk-benefit assessment, usability report and the layman IFU.
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5. 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 BD Kit for Rapid
Detection of SARS-COV-2 (catalog number 256091, 256113 and 256114 as defined in section 2 Product
information BD Kit for Rapid Detection of SARS-CoV-2.

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

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 swab. In future, the lay man IFU will include a step by step approach
on how to collect specimen using a nasal swab.

The lay man IFU is including a QR code that will lead to a video showing how to perform the test. This video
is currently in development, but will be activated soon.

In addition, BD is evaluating the current swab design for inclusion of indication of the insertion depth.
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.

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 with 30 tests has space for 10 tubes. The
self-test product that is provided in smaller pack outs (1-5 tests) have a box with an integrated tube
holder.

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

The lay man IFU is including a QR code that will lead to a video showing how to perform the test. This video
is currently in development, but will be activated soon.

Information regarding this derogation that will be provided with the product

Leaflet - Informatie voor gebruikers van zelftesten

The leaflet as included in Attachment 6: Leaflet provided with the self-test product will be provided with
the self-test product when distributed in The Netherlands.
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Additional product label including the following text will be included on the product for product distributed
in The Netherlands:
Voor het gebruik van dit product als zelftest heeft
het Ministerie van VWS een ontheffing verstrekt.
Informatie over de ontheffing is te vinden op de
volgende website:
https:/fwww.rijksoverheid.nl/onderwerpen/
coronavirus-covid-19/documenten/publicaties/
2021/03/10/ontheffingen-antigeentesten
Voor klachten en incidenten met deze test
kunt u contact opnemen met de fabrikant
Becton Dickinson BV. Zie de contactgegevens
in de bijs|uiter.

L012591(01)

6. Regulatory pathway to self-test

CE marked for professional use

BD Kit for Rapid Detection of SARS-CoV-2 (BD catalog numbers 256091, 256113, 256114) are CE marked to
the European /n Vitro Diagnhostic Medical Device directive 98/79/EC for professional use following the
Conformity Assessment Procedure laid out in Annex lll 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 IGJ and VWS/GMT via

IEEETI minvws.nl.

BD acknowledges that every derogation will be made public through Rijksoverheid.nl.

Derogation reguests
Today, no other European Member State has granted a derogation to market the BD Kit for Rapid
Detection of SARS-CoV-2 (BD catalog numbers 256091, 256113, 256114) as self-tests.

4 see Attachment 1: Declaration of Conformity of BD Kit for Rapid Detection of SARS-CoV-2 with BD catalog
numbers 256091, 256113, 256114 and Attachment 4: Essential Requirement Checklist for the BD Kit for Rapid
Detection of SARS-CoV-2 with BD catalog number 256091, 256113, 256114
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7. Conclusion
Based on the provided dossier, BD requests a derogation to market BD Kit for Rapid Detection of SARS-

CoV-2 (catalog number 256091, 256113, 256114) packed with a lay man IFU in Dutch to be used as self-
tests in The Netherlands.
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Attachment 1: Declaration of Conformity of BD Kit for Rapid Detection of SARS-CoV-2 with BD
catalog numbers 256091, 256113, 256114

«w BD  peclaration 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 llI
Procedure
Product Name Cat. No.
Product(s): BD Kit for Rapid Detection of SARS-CoV-2 — 30 Pack 256091
BD Kit for Rapid Detection of SARS-CoV-2 — 5 Pack 256114
BD Kit for Rapid Detection of SARS-CoV-2 — 1 Pack 256113

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

March 26, 2021

Name and Authority

Signature

Technical File Number: BDDSTF256091
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Attachment 2: 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

g N

!

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

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 rasultaten van het onderzoek zijn ontzettend belangrijk voor de
maatschappij, dus we stellen het enorm op prijs dat u uw madewerking 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,

BEKIJK DE VIDEO!
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Uw testkit bevat de volgende onderdelen:

Bewaar het zakje met uw persoonlijk nummer
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COVID-19 THUISTEST

HYGIENE
+ Snuit uw neus
= \Was uw handen

HOUDERTIE
* Vouw het kartonnen houdertje in elkaar,
zoals hieronder aigebeeld

Page 28 of 108

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



1471291

Derogation Request for the BD Kit for Rapid Detection for Rapid Detection of SARS-CoV-2
to be used as a self-test

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 buisie in het houdertje
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COVID-19 THUISTEST

AFNAME

AFMETEN
« 7org dat de wattenstok niks raakt
» Bekijk hieronder hoe ver 2.5 an ongeveer is

0 o ¥ |

.

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 vercorzaken.
Dat is heel normaal.

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

S
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MENGEN
+ Doop de wattenstaaf 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 testcasetie

&BD

(E=H=

WACHT 15 MINUTEN e —
= Zeteen wekker op 15 minuten s

AFSLUITEN
= Sluit het buisie af tot je een KLIK hoort
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COVID-19 THUISTEST

VTR 15 minuten
« Wacht 15 minuten en lees de test af

UITSLAG: POSITIEF

« Bij 2 streepjes is de uitslag

zZeker te zijn dat u ziek en/of
besmettelijk bent

3
POSITIEF : y N
* U bent waarschijnlijk besmet E
met het Covid-19 virus i 250
» Blif binnen en wacht de uitslag ~ § R S ’
van de teststraat test af om H
DTestin BT I

= Bij 1 streepje bovenin is de uitslag
NEGATIEF

= U bent waarschijnlijk niet besmet
met het Covid-19 virus

= Blif binnen en wacht de uitslag
van de teststraal test af om
zeker te zijn dat u niet ziek en/of
besmettelijk bent

FEEFFEENNNTNEESSIFNNNNNEE

Bij 1 streepje onderin is de test

Blijf binnen tot de uitslag
van de teststraat bekend is
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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

= Dit s een link naar het online vragenformulier

= Vul het wagenformulier uit deze link direct in nadat u de test
heeft uitgevoerd

VRAGEN?
* Heeft u vragen? Bel het thuistestinformatienummer: (2)85 0659916

AFVAL

* U kunt alle materialen weggooien in uw eigen afvalbak

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

ALGEMENE INFORMATIE

1. Algemene informatie

Deze studie iz een samenwerking tussen de
deeinemende sekenhuizen Breda (Amphia
ziekenhuis) / Nijmegen (Radboud LIMC) /
Rotterdamn (Erasmus MC) / Tilburg (Elisabeth-

TweeSteden ziekenhuis), het ministerie van VWS,

ende GGD

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

4. Wat meedoen inhoudt

Als u klachten hebt die kunnen passan bij
COVID-19, maakt volgens de richtlijn van da
overheid een afspraak om een PCR test te
krijgen. Als u op de afspraak verschijnt kan
u gevrasgd worden of u mee wilt doen aan
deze studie. Als u besluit mee te doen aan
deze studie zal u geheel volgens huidige
richtlijnen een PCR test afname (verder te

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

3. Achtergrond van het ond k
Momenteel wordt bij mensen met
ziekteklachten passend bij COVID-19 een
zogenaamde PCR test afgenomen in een
teststraat. Dit is een erg gevoelige en preceze
test, maar hij duurt lang en kan enkal verwerkt
worden in gespecialiseerde laboratoria.

Dit zorgt ervoor dat mensen vaak relstief lang
moeten wachten op de uitskag van hun test en
dat de laboratoria en erg onder druk staan.

In oktober is in de zogenaamde COVID-19
geen sneltest lideerd in de

test”) krijgen door een
leide studi 3 k (o

krijgt u een pakketje overhandigd met daarin

de sneltest en instructies hoe de sneltest bij

uzelf af te nemen, de test te verwerken en

wervolgens af te lezen.

Het is dan de bedoeling dat u dezelfde

dag thuis de sneltest bij uzelf afneemt.
‘Vervolgens leest u na 15 minuten zelf de
test af. U vult op een online formulier enkele
wragen in en ook de vitslag die u zelf heeft
afgelezen.

Heeft u een POSITIEVE sneltest uitslag, dan
heeft u waarschinlijk COVID-19 en blijft u
in thuisquarantaine totdat de uitslag van de
bekend is.

van de GGD Breda in samenwerking met

het Amphia zickenhuis en ministerie van
Volksgezondheid, Welziin en Sport. Deze test
heeft ook een goede gevoeligheid en geeft een

resultast 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 worden door mensen met
klachten passend bij COVID-19. Hiermee zou
veel tidswinst geboekt kunnen worden.
Daamasast kunnen we bekijken of de
testresultaten overeenkomen met de resultaten
van de eerder uitgevoerde sneltest studie

en met de resultaten van de PCR test.

Heett u een NEGATIEVE uitslag in de
sneliest, dan heeft u waarschinfijk geen
COVID-19 maar blijft u in thulsquarsntaine
totdat de vitslag van de teststraat bekend
is. De uitslag van de teststraat is namelijk
letdend.

De testuitslag van de tesistraat test volgt
later, binnen 48 uwr. Deze kan in enkele
gevallen verschillen van de vitslag van de
antigeen sneltest.

Derogation Request for the 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

Fen uitstrijkje genomen uit neus kan
‘onasngenaam aanvocken en kortdurend tranende
agen veroorzaken. Deelname aan het onderzoek
levert, znders dan een tijdsinvestering van
maximasl 20 minuten geen directe nadelen op
voor de deelnemer.

Er zijn geen directe persoonlijke voordelen
verbonden aan deeiname aan het onderzoek. U
krijgt wel sneller een witslag als u besmet bent met
het COVID-19 wirus. U levert een bijdrage aan het
verbeteren van het testen van COVID-19. Veor
het meedoen aan dit onderzoek 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 anderzek.
Deelname is vrigwillig. Als u meedoet, kunt u zich
altijd bedenken en toch stoppen, ook tijdens het
onderzoek. U hoeft niet te zeggen waarom 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
S A <y

Derogation Request for the 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
Ichaamsmateraal wordt niet onmiddelije
na gebruik vernietigd. Het wordt voor
onbepaslde tijd bewsard in het sborstorium
Microvida om daarop nog nisuwe
bepalfingen te kunnen doen die te maken
hebben met dit onderzoek.

U kunt uw toestemming voor gebruik van
uW pers: altijd weer intrekken.
Dit geldt voor dit onderzoek en ook voor het
bewaren en het gebruik voor wekomstig
ond k_ De ondk &

die zijn verzameld tot het moment dat

u uw foestemming intrekt, worden

nog wel gebruikt in het onderzoek. Uw

lich iaal wordt na intrekking

wan uw toestermming vernietigd. Ak er al
metingen met dat lichaamsmateriaal zijn
gedaan, dan worden die gegevens nog wel
gebeuikt

8. Verzekering voor proefpersonen
Als u deslneemt san het onderaoek, loopt u
Qeen extra risico’s.

9. Heeft u vragen?
Bij wagen kunt u contact opnemen met het

Voor dit ond; k worden uw p geas

th i (0)85 0659916

en lichsamsmateriaal (het materiaal van de
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
geq 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 zlleen gebruikt warden voor dit doelsinde
en niet gedeeld worden. Wij vragen voor het
gebruik van uw gegevens en lichaamsmatenaal uw
toestemming.

Voor onafhankelijk advies over meedoen zan
dit onderzoek kunt u terecht

mop het nummer|
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¥ BD

www.corona-test-instructies.nl / Tel: (0)85 0659916
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Attachment 3: Instructions for Use of the BD Kit for Rapid Detection of SARS-CoV-2
& BD Kit For Rapid Detection of SARS-CoV-2

we R
C€ ® ® A =G

Iod.comie-lubeling

[REF] 256001 BD Kit for Rapid Detection of SARS-CoV-2, 30 Test
[WEF] 256113 BD Kit for Rapid Detection of SARS-Ca\-2, 1 Test
[REF| 256114 BD Kit for Rapid Detection of SARS-CoV-2, 5 Test

© rasss -0 @ sceiw Q setenziw © Figinas 3140
© =0 © raonesian © sronverm

INTENDED USE

The BD Kit for Rapid Detection of SARS-CoV-2 is a chromategraphic immunoassay intended for the direct and qualitative
detection of SARS-CoW-2 nuclepcapsid 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 wiral antigens,
but clinical comelation with patient history and other diagnostic information is necessary to demem\'ne infection status

The BD Kit for Rapid Detection of SARS-CoV-2 is intended for use in point of care i

or traned users specifically instructed in the use of the BD Kit for Rapid Detection uf&ARS—CoV 2 and pmper nfection
control procedures.

SUMMARY AND EXPLANATION OF THE TEST

A novel coronavirus (2018-nCoV) was identified in December 2012", which has resulted in hundreds of millions of
confirmed human infections wordwide. Cases of severe liness and deaths have been reported. On February 11, 2020
the Intemational Committee for Taxonomy of Viruses (ICTV) renamed the virus SARS-CoV-2.

The median incubation time is estimated to be approximately 5 days® with 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.

PRINCIPLES OF THE PROCEDURE

When specimens are processed and added to the test device, SARS-CoV-2 antigens present in the specimen bind to
antbodies 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 antbodies bound on the membrane.

REAGENTS

The following components are included in the BD Kit for Rapid Detection of SARS-CoV-2.

Materials Provided:
QUANTITY
KIT COMPONENT 256091 256113 256114 DESCRIPTION
BDK'llfuRq)d 30 sngle use test | 1 single use test 5 single use test Foil pouched test device containing
devices device devices one reactive strp. Each strip has one
3,539,(;0\(.2 System fine of murne ant-SARS coronavirus
monocional antibody on the test line,
and one of biotn 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 in the
sampie defivery area
Extraction Reagent 30 sngle use 1 single use S single use Detergent solution with less than
reaction tbes, reaction tube, with | reaction tubes, 0.1% sodium azide (preservative).
eachwih 325 pl. | 225 pl extraction | each with 325 pl
extraction reagent and extraction
reagent and having an integral | reagent and
having an integral | dispensing tip having an integral
dispensing tip dispensing tip
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Materials Provided [continued):

QUANTITY
KIT COMPONENT 256091 256113 256114 DESCRIPTION
Specimen 30 sterle, single 1 sterile, sngle 5 sterile, single For sample collection and transfer
sampling swabs sampling swab samping swabs
SARS-CoV-2(#) 1 each— None Mone MNon-infectious, recombinant viral
Control Swab individusally protein antigen with less than
unapped for single 0.1% sodum azide.
SARS-CoV-2 () 1 each — None None Biusfer with less than 0.1% sodium
Control Swab individually azide.
wrapped for single
use
Assay 1 each - 1each - 1 each -
documentation Instructions for Instrucsions for Instnuctions for
use use use
1 each - Quick
reference
instruction card
1 each - Nasal
samgling
instructions

Materials Required But Not Provided:

= Timer

«  Tube rack for specimens

= Anyr ry personal p e equipment

WARNINGS AND PRECAUTIONS

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

2. This test has been authorized only for the detection of protens from SARS-CoV-2. not for any other viruses or
pathogens.

3. Do notuse this kit beyond the expiration date printed on the cutside carton.

4. Do not use the kit to evaluate patient specimens if either the positive control swab or negative control swab fai to
give expected results.

5. Do not mix components from different kits or from other BD diagnostic assays, even if they look similar.

8. Kit components, other than the swabs used for specimen collection, should not make contact with the patient.

7. Proper speci collection, handling. and processing are critical to the performance of this test.

B. Specific fraining or guidance is recommended if operators are not expenenced with specimen collection and
handling procedures. Wear protective clothing such as [aboratory coats, disposable gloves, and eye protection when
specimens are collected and evaluated.

8. Pathogenic mn:rwganlsms including hepatitis viruses and Human Immunodeficiency Virus. may be present in

1

clinical pre and i 1al guidelines should always be followed in handling, storing,
and dlspnsng of all specimens and all #tems contaminated with blood or other body fluids.

0. The SARS-CoV-2 positive control swabs hawe been prepared from recombinant viral proteins and do not contain
infectious material.

1. Dispose of used BD kit for Rapid Detection of SARS-CoV-2 test devices and reagents as biohazardous waste in
accordance with federal, state, and local requirements.

12. Reagents contain sodium azide, which is harmiful # inhaled, swallowed or exposed to skin. If there 5 contact with skin,

wash immediately with plenty of water. Contact with acids produces very toxic gas.
3. BD Kit for Rapid Detection of SARS-CoV-2 test devices used in a laminar flow hood or in areas with high air flow
should be coverad during test development to ensure proper sample flow.

14. For additional information on hazard symbols, safety, handling and disposal of the components within this kit, please

refer to the Safety Data Sheet (SD5) located at bd com.

STORAGE
Kits must be stored at 2-30 °C.
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SPECIMEN COLLECTION AND HANDLING

Specimen Collection and Preparation

Acceptable specimens for testing with this kit include nasal swab specimens obtained by the dual nares collection method.
it is essential that comect specimen coflection and preparation methods be followed. Specimens obtained eary during

symptom onset will contain the highest viral titers: specimens obtained after 5 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, , training in sp il is highly rec ded 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 sample, use the nasal swab supplied in the kit

1. Insert swab into one nostr of
the patient. The swab tip should
be inserted up to 2.5 cm (1 inch)
from the edge 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 e Some Swab. FEpeat = | DO'S AND DON'TS OF SPECIMEN COLLECTION
ensure that an adequate sample = Use only swabs provided with the kit.

s collected from both nasal = Do test sample immediately and always within 1 hour
cavities. of collection.

3. Withdraw the swab from the nasal | For aboratory support for COVID-18 in the EUEEA, vist
cavity. The sample is now ready https:/iwweaecdc auropa.eueninovel-coronavirus/iaboratory-support.
for processing using fhe BD Kit for | Ouside the United States, refer o applicable guidelines from other national or
Rapid Detection of SARS-CoV-2. | loca authorties.

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 nostrils, the swab must be processed within 1 hour

Procedural steps for Nasal Swabs or control swabs:
Test Devios l 1 15 saconds o %

» Remove one exiraction reagent tuba/Sip and one BD Kit for Rapid Detection of SARS-CoV-2 test device from
its foil pouch immediately before testing.

= Label one test device and one extracton reagent tube for each specimen or control to be tested.
= Place the labeled extraction reagent tube(s) in a rack in the designated area of the workspace.

-
T
E Remove and discard the cap from the extraction reagent tube.

Insert the swab into the tube and plunge the swab up and down in the fiuid for a minimum of 15 seconds,
taking care not to splash contents out of the tube.

Remove the swab while squeezing the sides of the tube to extract the liquid from the swab.

mmmgmymhmmmmhmmm
or twisting is not required). Mix thoroughly by swirling or flicking the botiom of the tube.

Once the swab has been processed in the extraction reagent and the tube has been capped, the sample
must be added to the test device within 30 minutes.

Page 39 of 108

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

1471291



to be used as a self-test

=

TEST EXECUTION

Adding the specimen fo the test device

- Invert the extraction reagent tube and hold it vestically (approximatedy 1 nch Sgueeze here
above the sample well). (ridged area)
- Gently squeeze the ridged body of the tube, dispensing three (3) drops of the. H
processad specimen into the sample well. Sample well
NOTE: Squeezing the tube too close to the tip may cause leakage.
Timing development

= Aliow the test to develop for 15 minutes.

Caution: incorrect results may occur if development time is less than

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

= [f running test under laminar flow hood, cover test device to avoid
inconsistent flow.

INTERPRETATION OF RESULTS
When the test is ready, elevate the device, if necessary, to a position where the device reading window is optimally
positioned for user visualization. Slowly tilt the device back and forth to remove unnecessary glare.
Examine the device reading window for the visual presence of lines in the Control (C), Test (T) and
Non-specific (M) regions.

Examples of Valid Test Results are listed below:

Negative

Positive

- |

Megative results ars presumptive.
Megative test results do not preclude
infection and should not be used as the s
sole basis for treatment or other patient
management decisions, including
infection control decisions, particularly
in the presence of clinical signs and N
symptoms consistent with COVID-18,
or in those who have been in contact
with the virus. It is recommended

that these results be confirmed by 3

-

Confrol Line Only

olecular est ethod, ¥ neceszary, -
gr ;;;eﬁ man"a%:nem : =Y. | Control Line and

Test Line

Positive for the detection of
SARS-CoV-2 antigen. Positive
results indicate the presence

of wiral antigens, but clinical
cormelation with patient history
and other diagnostic information
is necessary to determine
infection status. Positve

results do not ruke out bacterial
infection or co-infection with
other viruses. The agent
detected may not be the definite
cause of disease.

Record result. Properly dispose of test device. Do not reread 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 fine.
The test must be repeated. If the result is still invalid. the specimen cannot be interpreted.
Invalid Invalid Invalid Invalid Invalid Invalid

C i c C C

5 e T T e 1 T T

N N[ [|= N| |- N| |= N N

Test Ine only Control line and Test line and Non-specific line Mo lines. All 3Ines

Non-specific ine | Non-specific line only
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QUALITY CONTROL
Each BD Kit for Rapid Detection of SARS-CoV-2 test device contains both positive and negative intemal/procedural
controls:

= The internal positive Control line (C) validates the immunolegical integrity of the device, 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 expected. Prepare kit control swabs and test using the same procadure as
used for patient specimens.

BD recommends controls be run once for:

= each new kit lot.

= e2ach new operator,

= as required by intemal quality contred procedures and in accordance with local and national regulations or
accreditation reguirements.

If the kit controls do not perform as expected, do not report patient results. Contact your local BD representative.
LIMITATIONS OF THE PROCEDURE

= Users should test speci 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.

= Clinical performanee was evaluated with frozen samples, and test performance may be different with
fresh samples

= This BD Kit for Rapid Detection of SARS-Col-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-diuted
processing reagent in a ready fo use “unitized” tube. This kit IS NOT INTENDED for testing liquid samples
such as wash or aspirate samples or swabs in transport media as resuits can be compromised by
ower diution.

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

= A false-negative test result may occur i the level of viral antigen in a sample is below the detection limit of the
test or if the sample was collected or ransparted improperly; therefore, a negative test result does not eliminate
the possibiity of SARS-Col-2 infection.

= The amount of antigen in 3 sample may decrease as the duration of Biness i . Speci ! d after
day & of iliness are more likely to be negative compared to a RT-PCR assay.

= Failure to follow the test procedure may adversely affect test performance andlor invalidate the test result.

= The contents of this kit are to be used for the qualitative 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-CoV-2 material.

= The BD Kit for Rapid Detection of SARS-CoV-2 performance depends on antigen load and may not correlate
with other diagnostic methods performed 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 resulits during periods of litle/no SARS-CoV-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 specmen material only.

* The performance of the device has not been d on specil from individuals who have been infected
with emerging variants of SARS-CoV-2 of public health concem.

= The validity of the BD Kitfor 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.

CLINICAL PERFORMANCE

The perfnnﬂanee of the BD Kit for Rapid Detection ufSARS-CnVZ has been demonstrated in two studies. The first
study is = in sy 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 310 direct nasal swabs
prospectively collected and enrolled from indvidual symptomatic patients who were suspected of COVID-19 (within
5 uays of onset of o of more 5eh‘-napnned synqmms] ® Eligible subjects were 18 years or older and samples were

d by qualified p from 21 geog! iy diverse areas across the United States. Nasal swabs were
colizcted following the dual nares method and hmdled as deseribed 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 fo the comparator result and recorded their observations manually.
After every 50 specimens, a different participant performed the visual interpretation. Overall, there were seven differant
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participants reading the devices. The performance of the BD Kit for Rapid Detection of SARS-Co\-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-CaoV-2.

3 Symptoms included: new loss of taste or smell. fever, shoriness of breath or difficulity 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 SAR'S-CoV-2 Compared to

RT-PCR for Masal Swabs in Symptomatic individuals.

Reference PCR Results

BD Visual Results POS NEG Total
POS 51 1 52
NEG 5 2 27
Totad 56 283 319
PPA: 21.1% (C.I. BD.7%—06.1%) PPV: 88.1% (C.I. 80.7%08.6%)
NPA: 00.6% (C.1. 97.9%00.9%) NPV 0B, 1% (C.1. 96.0%00.4%)
OPA: 28.1% (C.I. 2E.0%—90.1%)

Study 2

In the asymptomatic study, performance was established with 370 direct nasal swabs prospectively coliected and enrolled
from individual asymptomatic patients who were receiving testing for COVID-18. Eligibde subjects were all ages and
samples were collected by qualfied personnel from 2 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 sek d and then ially 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 particpant. 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-Colf-2.
Using the cycle threshold (Ct) from the comparator assay, performance is presented overal and by Ci=33 to demonsirate
that positive agreement of the assay is higher with sanples below this threshold. A lower Ct value comesponds to higher
virus concentrations, therefore Ct value can be a sumogate for the amount of wirus present in the sample. A Ct threshold
of C1<23 was chosen due to evidence suggesting that patients with Ct value >30 are no longer contagious 345

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 Indviduals.
PCR Resuits
BD Visual Results POS NEG Total
POS 13 2 15
NEG T 343 355
Total 20 350 370
OPA: 87.8% (C.I. 85.4%—8B8.7%)
PPV: B8.7% (C.1 64.8%—08.5%)
NPV 98.0% (CJ. 88.788.1%)
Table 3: Strrm:yqfh?a‘hﬂmgfyﬂ&eﬁn Kit fior Rapid Detection of SARS-CoV-2 Compared to RT-PCR for Nasal Swabs n
Owerall PPA C=33 PPA Overall NPA
85.0% (C.1. 43.3%-81.8%) T2.2% (C.1. 48.1%-87.5%) 99.4% (C.1. 97 8%—-00.8%)
EXPLANATION OF TERMS:
C.L: Confidence
PPA: Posifive Percent Agreement = True Positives | (True Posiives + False Negatives)
NPA: Negative | \gr =True N ! Megatives + False P

PPV Positive Predictive Value = True Positives [ {True Positives + False Positives)

HPV: Negatve Predictive Value = True Megatives | (True Negatives + False Negatives)

ANALYTICAL PERFORMANCE

The BD Kit for Rapid Detection of SARS-CoV-2 test device is produoed by an identical process as the BD Veritor™
System for Rapid Detection of SARS-CoV-2, however the devices are interpreted differently. 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
validation data generated for the validation of BD Ventor™ System for Rapid Detection of SARS-CoV-2 also applies to
the BD Kt for Rapid Detection of SARS-CoV-2 visual read assay.
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LIMIT OF DETECTION (ANALYTICAL SENSITIVITY)

The LOD for the BD Veritor™ System for Rapid Detection of SARS-CoV-2 was established using lmiting dilutions of a
viral sample inactivated by gamma iradiation. The material was supplied at a concentration of 2.8 x 105 TCID/mL. In
this study, designed to estimate the LOD of the assay when using a direct nasal swab, the starting material was spiked
into a volume of pooled human nasal matrix obtained from healthy donors and confirmed negative for SARS-CoV-2. An
mitial range finding study was performed testing devices in friplicate using a 10-fold dilution series. At each dilution, 50 pL
samples were added to swabs and then tested i 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
'Ihree negauve results. Usmg this concentration, the LOD was further refined with a 2-fold dilution series. The last dilution

g 100% p y was then tested in an additional 20 replicates tested in the same way.
2.8x 105 TCIDso/mL 1.4 x 102 TCIDs/mL 1820 5%

Limit of detection of the visual read was established in two studies. One with two experienced operators and one

with eleven mexperienced operators. The mexperienced users had varying education, age, gender and heafthcare
backgrounds, however. none had experience with the BD Vertor™ System or any BD lateral flow assay. Senal dilutions
of gamma madiated virus were prepared in nasal fluid. The samples were 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 mstruments can consistently detect slightly
fainter lines than a human

CROSS-REACTIVITY (ANALYTICAL SPECIFICITY)

Cross-reactwity of the BD Veritor™ System for Rapid Detection of SARS-CoV-2 was evaluated by testing a panel of high
prevalence respiratory pathogens that could potentially cross-react with the BD Vemnr“' System for Rapid Detection of

SARS-CoV-2. Each organism and virus was tested in triplicate. The final itr is documented

in the followng table. This data was determined using the nstrumented BD Veritor™ Sys:em for Rapid Detection of

SARS-CoV-2 assay.

Potential Cross-Reactant Concentration Tested Cross-Reactvity (Yes/Mo)

Human coronavirus 220E (heat inactivated) 1.0 x 105 WimL No
Human coronavirus 0C43 1.0 x 105 TCIDso/mL Ne
Human coronavirus NLG3 1.0 x 108 TCIDso/mL No
Adenowrus 1.0 x 108 TCIDs'mL No
Human Metapneumovins 1.0 x 105 TCIDg/mL Mo
Parainfluenza virus 1 1.0 x 105 TCIDso/mL No
Parainfluenza vires 2 1.0 x 105 TCIDso/mlL No
Parainfivenza virus 3 52 x 105 TCIDgy'mL No
Parainfluenza virus 4 1.6 x 104 TCIDso/mL No
Influenza A 25 10° TCIDso/mL Mo
Influenza B 20 x 105 TCIDs/mlL No
Enterovirus 4.0 x 105 TCIDss/mL No
Respiratory syncytial wius 4.0 x 105 TCIDso/mL No
Rhinowirus 1.1 x 10°F PFUmL No
SARS-coronavirus 4.5 x 10° PFL/mL Mo
MERS-coronavinss 1.5 x 108 TCIDso/mlL No
Haemophilus influenzae 1.4 x 106 CFU/mL No
Strept: pneumonias 1.0 x 10F CFUimL No
Streptococous pyogenes 1.6 x 108 CFUmL No
Candida albicans 1.8 x 108 CFUimL No
Pooled human nasal wash 10005 No
Bordefellz periissis 1.4 x 108 CFUfmL Mo
Mycopiasma pnewmoniae 1.0 x 108 CFUWimL No
Chizamydis preumoniae 1.0 x 108 IFU/mL No
Legioneda pneumcphils 1.0 x 108 CRWmL No
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This data was determined using the instrumented BD Veritor™ System for Rapid Detection of SARS-CoV-2 assay.
To estimate the likelihood of cross-reactwity with SARS-Co\-2 of organisms that were not available for wet testing,
In siico analysis using the Basic Local Alignment Search Tool (BLAST) managed by the National Center for
Biotechnology Information (NCEI) was used to assess the degree of protein sequence homology.
- For P. jiroveci one area of sequence similarity shows 45 4% homology across 8% of the sequence, making
cross-reactivity m the BD Veritor™ sandwich immunoassay highly unlikely.
= No protein sequence homology was found between SARS-CoV-2 and M. tuberculosis, and thus
b logy-based cro: iwity can be ruled out.
= The comparison between SARS-CoV-2 nucleocapsid protein and human coronavirus HKU 1 revealed that the
only potential for homology is with the HKU1 nucleocapsid phosphoprotein. Homology is relatively low, at 38.7%
across 82% of sequences, but cross-reactivity cannot be ruled out.

ENDOGENOUS INTERFERING SUBSTANCES

Various substances were evaluated with the BD Veritor™ System for Rapid Detection of SARS-CoV-1. The substances
tested included whole blood 4%, mucin and varous medications. No interference was noted with the BOD Veritor™ System
for Rapid Detection of SARS-Co\-2 assay for any of the substances tested.

Substance Congentration Tested Intesferance (YesMNo)
Afrin Nasal Spray (Oxymetaznine) 5% wiv No
Flonase (Fluticasone) 5% wiv Mo
Masacort (Triamdinoione) 5% wiv Mo
Meo-Synephrine (Phenyephrine hydrochloride) Shwiv Mo
Osetamivic 22 pgiml. No
Mucin proten 2.5 mgimL Mo
Rhinocort (Budesonide) S wiv Mo
Saline nasal spray 15% uiv No
Zanamivir 282 ngimL Mo
Zicam Cold Remedy (Galphimia glauca, Luffa operculata, Sabadilla) Sl No
Whole blood 4% wiv MNo
Cepacal (MentholBenzocane) 1.5mgimL Mo
Ricola (menthol) 1.5mg/mL MNo
Tobramycin 4 pg'ml MNo
Sucrets (Dydonine/Menthol) 1 5mgimL Mo
MeilMed Naso G Saviv Mo
Zicam nasal spray {Oxymetazoiine) 10% wiv Na
Alicalol nasal wash 10% uiv No
Fisherman's Friend (menthol) 1.5mgimL Mo
Chigraseptic (Phendl Spray) 15% uiv MNo
Mupirocin 10 mglml Mo

Additionally. the following were tested for interference in a negative and a 3x LOD sample. No interference was noted at

the levels tested.

Substance Concentration Tested Interference (YesMNo)
Affrin Nasal Spray (Oxymetazoline) 15% wiv Mo
Meo-Synephrine (Phenylephrine hydrochloride) 15% wiv Mo
Csekamvr 22 pgiml Mo
Mucin proten 5 mgimL Mo
Mupirocin 10 mgimL Mo
Rheumatoid Facior 1251WmL No
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Mote: Based on in vitro testing. false positive results cannot be ruled out in patients with rheumatoid factor
higher than 12.5 IW/mL in nasal fluid. although it is unclear if such concentrations are clinically relevant.

This data was determined using the nstrumented BD Veritor™ System for Rapid Detection of SARS-CoV-2 assay.
Additionally. the following substances were tested and the results interpreted visually. Mo interference was noted.

Substance Concentration Tested Interference (YesMo)
Whele blood 4% wiv No
Mucin protein 25mgimL MNo

MICROBIAL INTERFERENCE

The BD Verntor™ System for Rapid Detection of SARS-Co\-2 assay was evaluated with various organisms at the
concentrations indicated below. No nterference was noted.

Potential Microbial Interferent Concentration Tested Interference (Yes/No)
Human coronavirus 228E 1.0x 10° WimL No
Human coronavirus OC43 1.0 x 105 TCIDwyiml No
Human coronavirus MLE3 1.0 x 108 TCIDwaiml No
Agenovines 1.0 x 10° TCIDw/mL No
Human Metapneumovirus 1.0 x 105 TCIDwwiml No
Parainfluenza winus 1 1.0 x 108 TCIDwyimL No
Parainfluenza virus 2 1.0 x 106 TCIDwyiml No
Parainfluenza wnus 3 5.2 x 105 TCIDwyimL No
Parainfluenza vinss 4a 1.5 % 108 TCIDwyiml No
Influenza A 25 x 106 TCIDwiml No
Influenza B 2.0 x 105 TCIDwyimL. No
Enterovirus D53 4.0 x 105 TCIDw/mL No
Respiratory synoytial virus 4.0 x 105 TCIDwy/mi No
Rhinowirus 3 1.1 x 105 PFUmL No
SARS-coronavinis 4.5 x 105 PFUYmL No
MERS-coronavins 1.5 x 10° TCIDw/mL No
Haemophius influsnzss 1.4 x 108 CFA¥mL No
Sireplococous preumonias 1.0x 10° CFUmL No
Streplococsus pyogenes 16x 108 CFU/mL No
Bordefeliz perussis 1.4 % 10° CFUimL No
Mycoplasma pneumonize 1.0x 108 CFmL No
Chiamydis preumonize 1.0 % 108 IFWmL No
Legionedia pneumophils 1.0x 108 CFUYmL No
Pooled human nasal wash A No
Candids albicans 1.8x 108 CRlYmL No

This data was determined using the nstrumented BD Veritor™ System for Rapid Detection of SARS-CoV-2 assay.
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REPRODUCIBILITY
Another study was designed to assess the capability of users to test seedad swab samples across the dynamic range of
the assay with eleven (17) users, over two (2) days, using dilution preparations. in four (4) separate sessions with a single
lot of devices. The following table shows the performance.
Sample Sesson No. 1 Session No. 2 Session No. 3 Session No. 4 Total
% Positive | B5% CI. | % Positive | B5% C1. | % Positive [ 85% CL | % Positive | 8% CL | % Posifve | 88%CL
%LOD 100°% | (79.6%, | 100% | (72.3%, | 100% | (79.8%, | 100% | (79.8%, | 100% | (@3.5%.
{1518) | 100%6) | (10M10) | 100%) | (15M15) | 100°%) [ (1515) | 100%) | (6555) | 100%)
1% LOD 1000 | (79.8%, | 100% | (72.3%, | 100% | (79.8%, | 100% | (70.8%, | 100% | (B3.5%.
H (1815) | 100%) | (1010) [ 100%) [ (1515) | 100%) | (1515) | 100%) | (5555) | 100%)
0.5x LOD 1000 | (79.6%, | 70% | (38.7%, | 833% | (70.2%, | 867% | (621%, | 89.1% | (7B.2%.
E (1818) | 100%) | (@10) | 882%) | (1415) | BB.8%) | (1315) | 98.3%) | (40/55) | B4.9%)
0.25%LOD 333% | (152% | 20% (67% | 333% | (152% | 20% TA% | 27.3% | (17.3%,
: (5M15) | 58.3%) | (210) | 51.0%) | (515) | 583%) | (¥15) | 452%) | (1555) | 402%)
0.126x LOD 0% (0%, D% (0%, 6.7% | (1.2%. 0% 0%, 18% | ©.3%.
" (OM5) | 204%) | (O10) | 278%) | (115) | 208%) | (W15) | 204%) | (155) | 9.6%)
Negative Nasal 0% (0%, 0% (0%, 0% (0%, 0% (0%, % (0%,
Fluic (15) | 204%) | 10 | 278%) | (15 | 204%) | (@15) | 204%) | (©=5) | 6.5%
HIGH DOSE HOOK EFFECT

No high dose hook effect was observed up to 2.8 x 10° TCIDso/ml of gamma-inactivated SARS-CoV-2 with the
BD Veritor™ System for Rapid Detection of SARS-CoV-2 test.

TECHNICAL SUPPORT

Qutside the United States. contact your local BD representative.
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¥ BD

Attachment 4; Essential Requirement Checklist for the BD Kit for Rapid Detection of SARS-CoV-2 with BD catalog number 256091,
256113, 256114

BD Diagnostic Systems - Regulatory Affairs Procedure @ BD
Procedure No.: BDDSQP0529-01
TITLE: Technical File Template for IVD Page 20 of 75

Template Ver. C

Title: ER Checklist for BD Kit for Rapid Detection of SARS-CoV-2 Assay

PRODUCT NAME: BD Kit for Rapid Detection of SARS-CoV-2 Assay
PRODUCT GROUP ID: N/A
GMDN CODE NUMBER: 64912

GMDN CODE PRODUCT GROUP NAME: SARS-CoV-1/SARS-CaV-2 antigen IVD, kit, immunochromatographic test (ICT), rapid

PRIMARY CATALOG NO.: 256091 BD Kit for Rapid Detection of SARS-CoV-2 — 30 Pack

VARIANT CATALOG NO.(S): 256113 BD Kit for Rapid Detection of SARS-CoV-2 — 1 Pack
256114 BD Kit for Rapid Detection of SARS-CoV-2 — 5 Pack

ASSOCIATED CATALOG NO. (S): N/A
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& BD

TITLE: Technical File Template for IVD

Procedure No.: BDDSQP0529-01
Page 21 of 75
Template Ver. C

Abbreviations that may be contained within this document:

® & & & & & 5 5 & B BB s o

CPF Central Project File

CS  Customer Service

DC  Documentation Control Files

DS  Document Services

ER  ER Checklist

HD  Heidelberg

IN Incoming Inspection Files

LE Label Control Files/Labeling Coordination
LD Label Design Files

MA  Medical Affairs Files

MP  Manufacturing Process

PI Package Insert

PIR DB Product Incident Report database
PR Cayey, Puerto Rico Location

Qc Quality Control Files

QM Quality Management / Regulatory Compliance

Qs Quality Services

RA Regulatory Affairs Files

RD  Research & Development Files
RM  Risk Management File

SA Division Safety

sD San Diego

SF Stability Files

52 Suzhou, China

US 250 250 Schilling Circle Location
US 39 39 Loveton Circle Location
US 54 54 Loveton Circle Location
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BD Diagnostic Systems - Regulatory Affairs Procedure @ BD

Procedure No.: BDDSQP0523-01

TITLE: Technical File Template for IVD Page 22 of 75
Template Ver. C

US 52 52 Loveton Circle Location

US7 7 Loveton Circle Location

VF Validation Files

Web Web Industries contract manufacturer
Wi Work Instruction
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TITLE: Technical File Template for IVD

Procedure No.: BDDSQP0529-01
Page 23 of 75

Template Ver. C

N/A Comply | Technical documentation,
Description of Essential Relevant Standard, reference, reference, justification for File
Requirement A number, date, clause claiming compliance, Location
— YN comments and mitigation
A GENERAL REQUIREMENTS
8 The devices must be designed and | A 1SO 14971:2007, BS EN ISO Y Risk Management Plan DC SZ
manufactured in such a way that, 14971:2012 “Application of risk BALTRMVISSARSCOV2RMP
when used under the conditions. management to medical devices” Hazard Analysis
and for the purposes intended, BALTRMVISSARSCOV2PH
they will not compromise, directly Risk Management Report
or indirectly, the clinical condition BALTRMVISSARSCOV2RMR
or the safety of the patients, the Benefit Risk Analysis
safety or health of users or, where BALTRMVISSARSCOVZBRA
applicable, other persons, or the
safety of property. Any risks which
may be associated with their use EN 13641:2002 “Elimination or Certificate of Animal Origin DC 5Z
must be acceptable when weighed Reduction of Risk of Infection
against the benefits to the patient related to in vitro diagnostic
and be compatible with a high level reagents,” clause 4.1
of protection of health and safety.
EN ISO 18113-2:2011"In vitro Package Insert 500053270 DC sz
diagnostic medical devices —
Information supplied by the
manufacturer (labeling) — Part 2
In vitro diagnostic reagents for
professional use” clauses
7.37.10
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BD Diagnostic Systems - Regulatory Affairs Procedure

& BD

Procedure No.: BDDSQP05239-01
Page 24 of 75

TITLE: Technical File Template for IVD

Template Ver.C

NIA Comply | Technical documentation,
Description of Essential Relevant Standard, reference, reference, justification for File
Requirement A number, date, clause claiming compliance, Location
Y/N comments and mitigation
GENERAL REQUIREMENTS
The solutions adopted by the A ISO 14971:2007, BS EN ISO X Risk Management Plan DE SZ
manufacturer for the design and 14971:2012 “Application of risk BALTRMVISSARSCOV2RMP
construction of the devices must management to medical devices” Hazard Analysis
conform to safety principles, taking BALTRMVISSARSCOV2PH
account of the generally Risk Management Report
acknowledged state of the art. BALTRMVISSARSCOV2ZRMR
Benefit Risk Analysis
BALTRMVISSARSCOV2BRA
EN 13641:2002 “Elimination or Risk Management Plan DC SZ
Reduction of Risk of Infection BALTRMVISSARSCOV2ZRMP
related to in vitro diagnostics Hazard Analysis
reagents,” clause 4.1 BALTRMVISSARSCOV2PH
Risk Management Report
BALTRMVISSARSCOV2ZRMR
Benefit Risk Analysis
BALTRMVISSARSCOV2BRA
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BD Diagnostic Systems - Regulatory Affairs Procedure

@ BD

Procedure No.: BDDSQP0529-01
Page 25 of 75

TITLE: Technical File Template for IVD

Template Ver.C

NIA Comply | Technical documentation,
Description of Essential Relevant Standard, reference, reference, justification for File
Requirement A number, date, clause claiming compliance, Location
Y/N comments and mitigation
GENERAL REQUIREMENTS
A EN ISO 18113-2:2011 “In vitro Y Package Insert 500053270 DC SZ
The devices must be designed and diagnostic medical devices — Carton Labels L012436 (30
manufactured in such a way that Information supplied by the pack), L012529 (1 pack),
they are suitable for the purposes manufacturer (labeling) — Part 2 L012531 (5 pack)
referred to in Article 1 (2) (b), as In vitro diagnostic reagents for and Extraction Reagent Labels
specified by the manufacturer, professional use” clauses L012397 (30 pack), L0O12528 (1
taking account of the generally 5.8/6.8/710 and 5 pack) contain appropriate
acknowledged state of the art. warnings and precautions, when
They must achieve the appropriate Us250

performances, in particular, where
appropriate, in terms of analytical
sensitivity, diagnostic sensitivity,
accuracy, repeatability,
reproducibility, including control of
known relevant interference, and
limits of detection, stated by the
manufacturer.

Safety Data Sheet Available
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BD Diagnostic Systems - Regulatory Affairs Procedure @ BD
Procedure No.: BDDSQP0529-01
TITLE: Technical File Template for IVD Page 26 of 75

Template Ver. C

The traceability of values assigned
to calibrators and/or control
materials must be assured through
available reference measurement
procedures and/or available
reference materials of a higher
order.

A

BS EN 13612: 2002"
Performance evaluation of in vitro
diagnostic medical devices,”
clauses 4.2/ 4.4/ 4.5

EN ISO 23640:2015 “Stability
Testing of in vitro diagnostic
reagents,” clause 4.1

EN ISO 18113-2:2011 “In vitro
diagnostic medical devices —
Information supplied by the
manufacturer (labeling) — Part 2:
In vitro diagnostic reagents for
professional use” clauses
7.3/T16/7.18

Clinical Evaluation Report RDX
SDSP20008

SARS CoV-2 Clinical Study
Report SDSP 200020
SDSP21025 Asymptomatic
SDSP20020-001 2 symptom
study

SDSPOC20006
CNSP20109

Cross Reactivity Report
SDSP200004

Endogenous Interfering
Substances SDSPOC200015
Microbial Interferences
SDSP200016

LOD Hook Effect (Gamma
Irradiated) SDSP09030
Reproducibility SDSPOC200019
Specificity SDSPOC200017
Fresh/Frozen Equivalence
Report SDSP200005

Alternate Swab SDSP2000007
SDSPOC20009 Puritan swab

MA US7

DC &7

DCSZ
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Page 27 of 75
Template Ver. C

SDSP20019-001/ BD Veritor™
System SARS-CoV-2
Reproducibility Study Report
SDSP20021-001/ Evaluation of
Swab Performance in a
Maximum and Minimum BD
Veritor™ SARS-CoV-2 Extraction
Reagent Volume Report
SDSP20023-001 / Visual Limit of
Detection (LoD) Analytical
Sensitivity with Experienced
Readers Report
SDSP20025-001 / Visual Limit of
Detection (LoD) and
Reproducibility — BD Rapid
Detection for SARS-CoV-2 —
Naive Readers Report
SDSP20037-001 / Endogenous
Interfering Substances by Visual
Read For SARS-CoV-2 Assay
Report

Altemate Swab SDSP2000007
SDSP200018 Miraclean swab.
SDSPOC20009 Puritan swab
SDSP200045 Foam Tech Swab
SDSP21001 Jiansu Changfeng
Swab

Package Insert 500053270
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TITLE: Technical File Template for IVD

Procedure No.: BDDSQP0529-01

Page 28 of 75
Template Ver. C

Description of Essential
Requirement

N/A

Relevant Standard, reference,
number, date, clause

Comply

YIN

Technical documentation,
reference, justification for
claiming compliance,

comments and mitigation

File
Location

A GENERAL REQUIREMENTS
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TITLE: Technical File Template for IVD Page 29 of 75
Template Ver.C
The characteristics and EN 1SO 23640:2015 “Stability ¥ U.S. Stability Study SDSP 20006 | DC SZ
performances referred to in Testing of in vitro diagnostic CNSP20109
Sections 1 and 3 must not be reagents,” clauses 4.1/ 4.2.1/
adversely affected to such a 4213
degree that the health or the safety
of the patient or the user and, BS EN 13612: 2002 Clinical Evaluation Report RDX MA US7
where applicable, of other persons, “Performance evaluation of in SDSP20008
are compromised during the vitro diagnostic medical devices,” SARS CoV-2 Clinical Study
lifetime of the device as indicated clause 4.5 Report SDSP 200020
by the manufacturer, when the
device is subjected to the stresses Cross Reactivity Report DCSZ
which can occur during normal SDSP200004
conditions of use. When no lifetime Endogenous Interfering
is stated, the same applies for the Substances SDSPOC200015
lifetime reasonably to be expected Microbial Interferences
of a device of that kind, having SDSP200016
regard to the intended purpose and LOD Hook Effect (Gamma
the anticipated use of the device. Irradiated) SDSP09030
Reproducibility SDS200019
Specificity SDS200017
Fresh/Frozen Equivalence
Report SDSP200005
Alternate Swab SDSP2000007,
SDSP20009 Puritan Swab
SDSP20019-001 / BD Veritor™
System SARS-CoV-2
Reproducibility Study Report
SDSP20021-001 / Evaluation of
Swab Performance ina
Maximum and Minimum BD
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TITLE: Technical File Template for IVD Page 30 of 75
Template Ver. C

Veritor™ SARS-CoV-2 Extraction
Reagent Volume Report
SDSP20023-001 / Visual Limit of
Detection (LoD) Analytical
Sensitivity with Experienced
Readers Report
SDSP20025-001 / Visual Limit of
Detection (LoD) and
Reproducibility - BD Rapid
Detection for SARS-CoV-2 —
Naive Readers Report
SDSP20037-001 / Endogenous
Interfering Substances by Visual
Read For SARS-CoV-2 Assay
Report

Alternate Swab SDSP2000007
SDSP200018 Miraclean Swab._,
SDSP20009 Puritan Swab
SDSP200045 Foam Tech Swab
SDSP21001 Jiansu Changfeng
Swab

5 A ENISO 18113-2:2011 “In vitro ¥ Package Insert 500053270 DC Sz

The devices must be designed,
manufactured and packed in such
a way that their characteristics and

diagnostic medical devices — Web

Information supplied by the
manufacturer (labeling) — Pari 2.
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TITLE: Technical File Template for IVD Page 31 of 75
Template Ver. C

N/A Comply | Technical documentation,
Description of Essential Relevant Standard, reference, reference, justification for File
Requirement A number, date, clause claiming compliance, Location
YIN comments and mitigation
A GENERAL REQUIREMENTS
performances during their intended In vitro diagnostic reagents for
use will not be adversely affected professional use” clause 7.3/7 9
under storage and fransport
conditions (temperature, humidity, EN 1SO 23640:2015 “Stability U S. Stability Study SDSP20006 | DC SZ
efc ), taking account of the Testing of in vitro diagnostic CNSP20109
instructions and information reagents,” clauses 4.1/ 4 2.1/
provided by the manufacturer. 4213
N/A Technical documentation,
Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement A Number, Date, Clause compliance, comments and Location
mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
A ENISO 18113-2.2011 “Invitro | Y Package Insert 500053270 DC SZ
1. Chemical and physical diagnostic medical devices —
properties Information supplied by the Clinical Evaluation Report RDX MA US7
manufacturer (labeling) — Part SDSP20008
2: In vitro diagnostic reagents SARS CoV-2 Clinical Study Report
for professional use” clause SDSP 200020
13, 716 SDSP21025 Asymptomatic
SDSP20020-001 2 symptom study
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Page 32 0f 75
Template Ver. C

Technical documentation,

vitro diagnostic medical
devices,” clause 4.5

ISO 14971:2007, BS EN ISO
14971:2012 “Application of risk
management to medical
devices”

Description of Essential N/A Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement Number, Date, Clause compliance, comments and Location
o mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
BS EN 13612:2002 Cross Reactivity Report [BEE-74
“Performance evaluation of in SDSP200004

Endogenous Interfering Substances
SDSPOC200015

Microbial Interferences
SDSP200016

LOD Hook Effect (Gamma
Irradiated) SDSP09030
Reproducibility SDSPOC200019
Specificity SDSPOC200017
Fresh/Frozen Equivalence Report
SDSP200005

Alternate Swab SDSP2000007,
SDSPOC20009 Puritan swab

SDSP20019-001 / BD Veritor™
System SARS-CoV-2
Reproducibility Study Report
SDSP20021-001 / Evaluation of
Swab Performance in a Maximum
and Mimimum BD Ventor™ SARS-
CoV-2 Extraction Reagent Volume
Report

SDSP20023-001 / Visual Limit of
Detection (LoD) Analytical
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TITLE: Technical File Template for IVD

Procedure No.: BDDSQP0523-01
Page 33 of 75
Template Ver. C

Description of Essential
Requirement

N/A
A

Relevant Standard, Reference,
Number, Date, Clause

YN

Technical documentation,
reference, justification for claiming
compliance, comments and
mitigation

File
Location

B DESIGN AND MANUFACTURING REQUIREMENTS

Sensitivity with Experienced
Readers Report
SDSP20025-001 / Visual Limit of

Detection (LoD) and Reproducibility

— BD Rapid Detection for SARS-
CoV-2 — Naive Readers Report
SDSP20037-001 / Endogenous
Interfering Substances by Visual
Read For SARS-CoV-2 Assay
Report

Alternate Swab SDSP2000007
SDSP200018 Miraclean Swab |
SDSPOC20009 Puritan swab
SDSP200045 Foam Tech Swab
SDSP21001 Jiansu Changfeng
Swab

Risk Management Plan
BALTRMVISSARSCOVZRMP
Hazard Analysis
BALTRMVISSARSCOV2PH
Risk Management Report
BALTRMVISSARSCOV2RMR
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TITLE: Technical File Template for IVD

Procedure No.: BDDSQP0529-01
Page 34 of 75
Template Ver.C

N/A Technical documentation,
Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement Number, Date, Clause compliance, comments and Location
A mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
Benefit Risk Analysis
BALTRMVISSARSCOVZBRA
BS EN 13612: 2002 Clinical Evaluation Report RDX MA UST
11 The devices must be designed | A “Performance evaluation of in i 4 SDSP20008
and manufactured in such a vitro diagnostic medical SARS CoV-2 Clinical Study Report
way as to achieve the devices,” clause 4 5 SDSP 200020
characteristics and SDSP21025 Asymptomatic
performances referred to in 1SO 14971:2007, BS EN ISO SDSP20020-001 2 symptom study
Section A on the “General 14971:2012 “Application of risk
Requirements”. Particular management to medical
attention must be paid to the devices”
possibility of impairment of SARS-CoV-2 Product Inspection BCSZ
analytical performance due to EN ISO 23640:2015 Stability SDIT030001
incompatibility between the testing of IVD reagents
materials used and the Shipping Study SDSP11001 DC 57
specimens (such as biological EN 13641: 2002 Elimination or
tissues, cells, body fluids and reduction of risk of infection U.S. Stability Study SDSP11001 DC SZ
micro-organisms) intended to related to IVD reagents CNSP20109
be used with the device, taking
account of its intended CNIT030001 SARS-CoV-2 Product | DC SZ
purpose. Inspection
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Template Ver.C

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

N/A Technical documentation,
Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement Number, Date, Clause compliance, comments and Location
B mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
12 The devices must be A ISO 14971:2007, BS EN ISO E Risk Management Plan DC SZ
designed, manufactured and 14971:2012 “Application of risk BALTRMVISSARSCOV2RMP
packed in such a way as to management to medical Hazard Analysis
reduce as far as possible the devices BALTRMVISSARSCOV2PH
risk posed by product leakage, Risk Management Report
contaminants and residues to BALTRMVISSARSCOV2RMR
the persons involved in the Benefit Risk Analysis
transport, storage and use of BALTRMVISSARSCOVZBRA
the devices, taking account of
the intended purpose of the EN 13641: 2002 Elimination or CNIT030001 SARS-CoV-2 Product
products. reduction of risk of infection Inspection
related to IVD reagents
2 Infection and microbial
contamination
21 The devices and their A ISO 14971:2007, BS EN I1SO Y Risk Management Plan DC SZ
manufacturing processes must 14971:2012 “Application of risk BALTRMVISSARSCOV2ZRMP
be designed in such a way as management to medical Hazard Analysis
to eliminate or reduce as far as devices BALTRMVISSARSCOV2PH
possible the risk of infection to Risk Management Report
the user or other persons_ The BALTRMVISSARSCOV2RMR
design must allow easy Benefit Risk Analysis
handling and, where BALTRMVISSARSCOV2BRA
necessary, reduce as far as

disclosure is prohibited
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Page 36 of 75
Template Ver. C

o ] NIA Technical documentation, ]
Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement Number, Date, Clause compliance, comments and Location

: mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
possible, contamination of and
leakage from, the device EN 13641:2002 “Elimination or SARS-CoV-2 Product Inspection DC sZ
during use and, in the case of Reduction of Risk of Infection CNIT030001
specimen receptacles, the risk related to in vitro diagnostic
of contamination of the reagents,” clauses 4.1/ 4.2/
specimen. The manufacturing 433/44
processes must be appropnate
for these purposes. EN ISO 18113-2:2011 “In vitro Us250
diagnostic medical devices — Package Insert 500053270
Information supplied by the
manufacturer (labeling) — Part Safety Data Sheets available
2: In vitro diagnostic reagents
for professional use” clause
7.10
BS EN 13612: 2002
“Performance evaluation of in
vitro diagnostic medical
devices,” clause 4.5
22 Where a device incorporates A EN 13641:2002 “Elimination or | Y Certificate of Animal Ongin on file uUs250
biological substances, the Reduction of Risk of Infection
risks of infection must be related fo in vitro diagnostic
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TITLE: Technical File Template for IVD
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Page 37 of 75
Template Ver. C

Technical documentation,

“STERILE” or as having a
special microbiological state
must be designed,
manufactured and packed in
an appropriate pack, according
to procedures suitable for
ensuring that they remain in
the appropriate microbiological
state indicated on the label
when placed on the market,
under the storage and
transport conditions specified
by the manufacturer, until the

Description of Essential N/A Relevant Standard, Reference, YIN reference, justification for claiming | File
Requirement Number, Date, Clause compliance, comments and Location
- mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
reduced as far as possible by reagents,” clauses 4.2/ 43,1/
selecting appropriate donors 432/44
and appropriate substances
and by using appropriate EN ISO 18113-2:2011 “In vitro Package Insert 500053270 DC SZ
validated inactivation, diagnostic medical devices —
conservation, test and control Information supplied by the
procedures. manufacturer (labeling) — Part
2: In vitro diagnosfic reagents
for professional use” clause
f:13
23 Devices labelled either as N/A Not a “Sterile” Device
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Page 38 of 75
Template Ver. C

Technical documentation,

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

as far as possible microbial
contamination during selection
and handling of raw materials,

reduction of risk of infection
related to IVD reagents

Inspection

Description of Essential NiA Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement Number, Date, Clause compliance, comments and Location
" mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
protective packaging is
damaged or opened.
24 Devices labelled either as N/A Not a “Sterile” Device
“STERILE" or as having a
special microbiological state
must have been processed by
an appropriate, validated
method.
25 Packaging systems for devices | A EN 13641:2002 "Elimination or | Y CNIT030001 SARS-CoV-2 Product | DC SZ
other than those referred to in reduction of Risk of Infection Inspection
Section 2.3 must keep the related to in vitro diagnostic
product without deterioration at reagents,” clause 4.3.2
the level of cleanliness
indicated by the manufacturer EN ISO 23640:2015 Stability U.S Stability Study SDSP20006 DC SZ
and, if the devices are to be testing of in vitro diagnostic CNSP20109
sterilized prior to use reduce reagents
as far as possible the risk of
microbial contamination.
Steps must be taken to reduce | A EN 13641: 2002 Elimination or | Y CNIT030001 SARS-CoV-2 Product | DC SZ
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TITLE: Technical File Template for IVD
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Page 39 of 75
Template Ver. C

Description of Essential
Requirement

N/A
A

Relevant Standard, Reference,
Number, Date, Clause

YIN

Technical documentation,
reference, justification for claiming
compliance, comments and
mitigation

File
Location

DESIGN AND MANUFACTURING REQUIREMENTS

26

27

manufacture, storage, and
distnbution where the
performance of the device can
be adversely affected by such
contamination.

Devices intended to be
sterilized must be
manufactured in appropriately
controlled (e g. environmental)
conditions.

N/A

Not intended to be sterilized

Packaging systems for non-
sterile devices must keep the
product without deterioration at
the level of cleanliness
stipulated and, if the devices
are to be sterilized prior to use,
minimize the nisk of microbial
contamination; the packaging
system must be suitable taking
account of the method of
sterilization indicated by the
manufacturer.

EN 13641:2002 “Elimination or
reduction of Risk of Infection
related to in vitro diagnostic
reagents,” clause 4.3.2

CNIT030001 SARS-CoV-2 Product

Inspection

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

. ] N/A Technical QUcmef}taﬁon, .
Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement Number, Date, Clause compliance, comments and Location
o mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
5 Manufacturing and
environmental properties
A ENISO 18113-2.2011 “Invitro | Y Package Insert 500053270 DC'SZ
31 If the device is intended for diagnostic medical devices —
use in combination with other Information supplied by the
devices or equipment, the manufacturer (labeling) — Part
whole combination, including 2: In vitro diagnostic reagents
the connection system, must for professional use” clause 7.7
be safe and must not impair
the specified performances of BS EN 13612: 2002 Clinical Evaluation Report RDX MA US7
the devices. Any restrictions “Performance evaluation of in SDSP20008
on use must be indicated on vitro diagnostic medical SARS CoV-2 Clinical Study Report
the label. devices," clauses 4.2/ 4.4/ 45 SDSP 20020
SDSP21025 Asymptomatic
SDSP20020-001 2 symptom study
32 Devices must be designed and | A 1SO 14971:2007, BS EN ISO i Risk Management Plan DC SZ
manufactured in such a way 14971:2012 “Application of risk BALTRMVISSARSCOVZRMP
as to reduce as far as possible management to medical Hazard Analysis
the risks linked to their use in devices” BALTRMVISSARSCOV2PH
conjunction with materials, Risk Management Report
substances and gases with BALTRMVISSARSCOVZRMR
which they may come into Benefit Risk Analysis

disclosure is prohibited

Page 67 of 108

1471291



¥ BD

BD Diagnostic Systems - Regulatory Affairs Procedure

Derogation Request for the BD Kit for Rapid Detection for Rapid Detection of SARS-CoV-2 to be used as a self-test
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TITLE: Technical File Template for IVD

Procedure No.: BDDSQP0529-01

Page 41 of 75
Template Ver.C

Description of Essential
Requirement

N/A
A

Relevant Standard, Reference,
Number, Date, Clause

YN

Technical documentation,

reference, justification for claiming File

compliance, comments and
mitigation

Location

manufactured in such a way
as to remove or reduce as far
as possible:

- the risk of injury linked to
their physical features (in
particular aspects of volume x
pressure, dimension and,
where appropriate, ergonomic
features);

risks linked to reasonably
foreseeable external
influences, such as magnetic
fields, external electrical
seffects, electrostatic discharge,
pressure, humidity,
temperature or variations in
pressure or acceleration or
accidental penetration of
substances into the device.

B DESIGN AND MANUFACTURING REQUIREMENTS
contact during normal BALTRMVISSARSCOV2BRA
conditions of use.

33 Devices must be designed and | N/A
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TITLE: Technical File Template for IVD

Procedure No.: EDDSQP0529-01
Page 42 of 75
Template Ver. C

Description of Essential
Requirement

N/A
A

Relevant Standard, Reference,
Number, Date, Clause

Y/N

Technical documentation,
reference, justification for claiming File

compliance, comments and Location
mitigation

DESIGN AND MANUFACTURING REQUIREMENTS

Devices must be designed and
manufactured in such a way
as to provide an adequate
level of intrinsic immunity of
electromagnetic disturbance to
enable them to operate as
intended.

34

Devices must be designed and
manufactured in such a way
as to reduce as far as possible
the risks of fire or explosion
during normal use and in
single fault condition.
Particular attention must be
paid to devices whose
intended use includes
exposure to or use in
association with flammable
substances or substances
which could cause
combustion.

N/A
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Template Ver. C

The information contained in this document is Legally Privileged & confidential and the property of Becton Dickinson. Unauthorised use or
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- ] N/A Technical documentation, )
Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement Number, Date, Clause compliance, comments and Location
e mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
35 Devices must be designed and | A EN ISO 18113-2.2011 “In vitro | Y Package Insert 50053270 DC SZ
manufactured in such a way diagnostic medical devices —
as to facilitate the Information supplied by the Safety Data Sheet available Us250
management of safe waste manufacturer (labeling) — Part
disposal. 2: In vitro diagnostic reagents
for professional use” clauses
710
3.6. The measuring, monitoringor | A Clinical Evaluation Report RDX MA US7
display scale (including color SDSP20008
change and other visual SARS CoV-2 Clinical Study Report
indicators) must be designed SDSP 20020
and manufactured in line with SDSP21025 Asymptomatic
ergonomic principles, taking SDSP20020-001 (2) Symptom
account of the intended study DCISZ
purpose of the device.
Package Insert 500053270
4. Devices which are instruments
or apparatus with a measunng
function
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Page 44 of 75
Template Ver.C

Description of Essential
Requirement

N/A
A

Relevant Standard, Reference,
Number, Date, Clause

YN

Technical documentation,
reference, justification for claiming File

compliance, comments and Location
mitigation

DESIGN AND MANUFACTURING REQUIREMENTS

41

42

Devices which are instruments
or apparatus having a primary
analytical measuring function
must be designed and
manufactured in such a way
as to provide adequate
stability and accuracy of
measurement within
appropriate accuracy limits,
taking into account the
intended purpose of the device
and of available and
appropriate reference
measurement procedures and
materials The accuracy limits
have to be specified by the
manufacturer.

When values are expressed
numerically, they must be
given in legal units conforming
to the provisions of Council
Directive 80/181/EEC of 20
December 1979 on the
approximation of the laws of

N/A

N/A

The information contained in this document is Legally Privileged & confidential and the property of Becton Dickinson. Unauthorised use or
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TITLE: Technical File Template for IVD

Procedure No.: BDDSQF0529-01
Page 45 of 75
Template Ver. C

Description of Essential
Requirement

NI
A

Relevant Standard, Reference,
Number, Date, Clause

YN

Technical documentation,
reference, justification for claiming
compliance, comments and
mitigation

File
Location

DESIGN AND MANUFACTURING REQUIR

EMENTS

the Member States relating to
units of measurement (1).

9:1

5.0

Protection against radiation

Devices shall be designed;
manufactured and packaged in
such a way that exposure of
users and other persons to the
emitted radiation is minimised.

When devices are intended to
emit potentially hazardous,
visible and/or invisible
radiation, they must as far as
possible be :

- designed and manufactured
in such a way as to ensure
that the characteristics and the
quantity of radiation emitted
can be controlled and/or
adjusted;

N/A

N/A
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Page 48 of 75
Template Ver. C

Description of Essential
Requirement

N/A
A

Relevant Standard, Reference,
Number, Date, Clause

YIN

Technical documentation,
reference, justification for claiming
compliance, comments and
mitigation

File
Location

DESIGN AND MANUFACTURING REQUIREMENTS

53

- fitted with visual displays
and/or audible warmnings of
such emissions.

The operating
instructions for devices
emitting radiation must give
detailed information as fo the
nature of the emitted radiation,
means of protecting the user,
and on ways of avoiding
misuse and of eliminating the
risks inherent in installation.

N/A

6.1

Requirements for medical
devices connected to or
equipped with an energy
source

Devices incorporating
electronic programmable
systems, including software,
must be designed to ensure
the repeatability,

N/A
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Template Ver. C

Description of Essential
Requirement

N/A
A

Relevant Standard, Reference,
Number, Date, Clause

YN

Technical documentation,
reference, justification for claiming
compliance, comments and
mitigation

File
Location

DESIGN AND MANUFACTURING REQUIREMENTS

6.2

6.3

6.4

reliability and performance of
these systems according to
the intended use.

Devices must be designed and
manufactured in such a way
as to minimize the risks of
creating electromagnetic
perturbation which could
impair the operation of other
devices or equipment in the
usual environment.

Devices must be designed and
manufactured in such a way
as to avoid, as far as possible,
the risk of accidental electric
shocks during normal use and
in single fault condition,
provided the devices are
installed and maintained
correctly.

Protection against mechanical
and thermal risks

N/A

N/A

N/A
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Template Ver. C

Description of Essential
Requirement

N/A
A

Relevant Standard, Reference,
Number, Date, Clause

Y/N

Technical documentation,
reference, justification for claiming File

compliance, comments and Location
mitigation

DESIGN AND MANUFACTURING REQUIREMENTS

641

Devices must be designed and
manufactured in such a way
as to protect the user against
mechanical risks. Devices
must be sufficiently stable
under the foreseen operating
conditions. They must be
suitable to withstand stresses
inherent in the foreseen
working environment, and to
retain this resistance during
the expected life of the
devices, subject to any
inspection and maintenance
requirements as indicated by
the manufacturer.

Where there are risks due to
the presence of moving parts,
risks due to break-up or
detachment, or leakage of
substances, then appropriate
protection means must be
incorporated.

N/A

EN 13641:2002 “Elimination or
reduction of Risk of Infection
related to in vitro diagnostic
reagents,” clause 4.3.2

CNIT030001 SARS-CoV-2 Product | DC/SZ
Inspection
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Template Ver. C

Description of Essential
Requirement

N/A
A

Relevant Standard, Reference,
Number, Date, Clause

YN

Technical documentation,
reference, justification for claiming
compliance, comments and
mitigation

File
Location

DESIGN AND MANUFACTURING REQUIR

EMENTS

642

643

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

Any guards or other means
included with the device to
provide protection, in particular
against moving parts, must be
secure and must not interfere
with access for the normal
operation of the device, or
restrict routine maintenance of
the device as intended by the
manufacturer.

Devices must be designed and
manufactured in such a way
as to reduce to the lowest
possible level the risks arising
from vibration generated by
the devices, taking account of
technical progress and of the
means available for limiting
vibrations, particularly at
source, unless the vibrations
are part of the specified
performance.

Devices must be designed and
manufactured in such a way

N/A

N/A

N/A

disclosure is prohibited
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Template Ver.C

Description of Essential
Requirement

N/A
A

Relevant Standard, Reference,
Number, Date, Clause

Y/N

Technical documentation,
reference, justification for claiming
compliance, comments and
mitigation

File
Location

DESIGN AND MANUFACTURING REQUIR

EMENTS

644

6.4.5

as to reduce as far as possible
the risks arising from the noise
emitted, taking account of
technical progress and of the
means available to reduce
noise, particularly at source,
unless the noise emitted is
part of the specified
performance.

Terminals and connectors to
electricity, gas or hydraulic and
pneumatic energy supplies
which the user has fo handle
must be designed and
manufactured in such a way
as to minimize all possible
risks.

Accessible parts of the devices
(excluding the parts or areas
intended to supply heat or
reach given temperatures) and
their surroundings must not
aftain potentially dangerous

N/A

N/A

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

o ) N/A Technical documentation, )
Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement A Number, Date, Clause compliance, comments and Location
mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
temperatures under normal
use.
7. Requirements for devices for
self-testing
N/A Device not intended for self-
Devices for self-testing must testing

be designed and
manufactured in such a way
that they perform appropnately
for their intended purpose
taking into account the skills
and the means available to
users and the influence
resulting from variation that
can reasonably be anticipated
in users’ technique and
environment.

The information and
instructions provided by the
manufacturer should be easily
understood and applied by the
user.
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Template Ver. C

Description of Essential
Requirement

N/A
A

Relevant Standard, Reference,
Number, Date, Clause

YN

Technical documentation,
reference, justification for claiming
compliance, comments and
mitigation

File
Location

DESIGN AND MANUFACTURING REQUIR

EMENTS

71

7.2

Devices for self-testing must
be designed and
manufactured in such a way
as fo:

- ensure that the device is
easy to use by the intended
lay-user at all stages of the
procedure, and

- reduce as far as practicable
the risk of user’s error in the
handling of the device and in
the interpretation of the
results.

Devices for self-testing must,
where reasonably possible,
include user control, ie.a
procedure by which the user
can verify that, at the time of
use, the product will perform
as intended.

N/A

N/A

N/A

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

Information supplied by the
manufacturer
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N/A Technical documentation,
Description of Essential Relevant Standard, Reference, YN reference, justification for claiming File
Requirement A Number, Date, Clause compliance, comments and Location
mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
8.1 Each device must be A EN ISO 18113-2:2011 “Invitro | Y Package Insert 500053270 DCSZ
accompanied by the diagnostic medical devices —
information needed to use it Information supplied by the
safely and properly, taking manufacturer (labeling) — Part
account of the training and 2: In vitro diagnostic reagents
knowledge of the potential for professional use” clause
users, and to identify the 41,61
manufacturer.
BS EN ISO 15223-1:2016 Carton labels L012436 (30 pack),
“Symbols for use in the labeling L012529 (1 pack), L0O12531 (5
of medical devices,” clause pack) contains the “consult
518 instructions for use” symbol
This information comprises the BS EN 13612: 2002 Clinical Evaluation Report RDX MA UST
data on the label and in the “Performance evaluation of in SDSP20008
instructions for use. vitro diagnostic medical SARS CoV-2 Clinical Study Report
devices,” clause 4.3 SDSP 20020
SDSP21025 Asymptomatic
SDSP20020-001 2 symptom study
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TITLE: Technical File Template for IVD Page 54 of 75
Temeplate Ver.C

. ) N/A Technical qocgmeqtaﬁon, .
Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement A Number, Date, Clause compliance, comments and Location
mitigation

B DESIGN AND MANUFACTURING REQUIREMENTS

As far as practicable and
appropriate, the information
needed to use the device
safely and properly must be
set out on the device itself
andlor, where appropriate, on
the sales packaging. If
individual full labelling of each
unit is not practicable, the
information must be set out on
the packaging and/or in the
instructions for use supplied
with one or more devices.

Instructions for use must
accompany or be included in
the packaging of one or more
devices.

In duly justified and
exceptional cases no such
instructions for use are needed
for a device if it can be used
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The information contained in this document is Legally Privileged & confidential and the property of Becton Dickinson. Unauthorised use or

NIA Technical documentation,
Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement A Number, Date, Clause compliance, comments and Location
mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
properly and safely without
them.
82 Where appropriate, the A EN ISO 18113-2:2011 “Invitro | Y Package Insert 500053270 contains | DC SZ
information to be supplied diagnostic medical devices — a symbol glossary
should take the form of Information supplied by the
symbols. Any symbol and manufacturer (labeling) — Part
identification color used must 2: In vitro diagnostic reagents
conform to the harmonized for professional use” clause
standards. In areas for which 41,61
no standards exist, the
symbols and color used must BS EN ISO 15223-1:2016
be described in the “Symbols for use in the labeling
documentation supplied with of medical devices”
the device.
83 In the case of devices A EN ISO 18113-2:2011 “Invitro | Y Package Insert 500053270 contains | DC SZ
containing a substance or a diagnostic medical devices — appropriate wamings and
preparation which may be Information supplied by the precautions
considered as being manufacturer (labeling) — Part Safety Data Sheet available SA
dangerous, taking account of 2 In vitro diagnostic reagents us250
the nature and quantity of its for professional use” clause
constituents and the form 58,68 7.10 Package Insert 500053270 DC sZ
under which they are present, Carton Labels 1012436 (30 pack),
relevant danger symbols and L012529 (1 pack), L012531 (5

disclosure is prohibited
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TITLE: Technical File Template for IVD Page 56 of 75
Template Ver. C

Technical documentation,

Description of Essential sl Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement A Number, Date, Clause compliance, comments and Location
mitigation

B DESIGN AND MANUFACTURING REQUIREMENTS

labelling requirements of pack)contain appropriate wamings
Directive 67/548/EEC (1) and and precautions, when appropriate
Directive 88/379/EEC (2) shall
apply. Where there is
insufficient space to put all the
information on the device itself
or on its label, the relevant
danger symbols shall be put
on the label and the other
information required by those
Directives shall be given in the
instructions for use.

The provisions of the
aforementioned Directives on
the safety data sheet shall
apply, unless all relevant
information as appropriate is
already made available by the
instructions for use.
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Template Ver. C
N/A Technical documentation,
Description of Essential Relevant Standard, Reference, YN reference, justification for claiming File
Requirement Number, Date, Clause compliance, comments and Location
" mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
84 The label must bear the
following particulars which
may take the form of symbols
as appropriate:
(a) the name or trade name A ENISO 18113-22011 *Invitro | Y Package Insert 500053270 DC SZ
and address of the diagnostic medical devices —
manufacturer. For devices Information supplied by the The following label part numbers
imported into the Community manufacturer (labeling) — Part contain the “Sufficient for” and/or
with a view to their distribution 2: In vitro diagnostic reagents “Control” symbols:
in the Community, the label, for professional use” clauses
the outer packaging, or the 5.21/6.3.1
instructions for use shall
contain in addition the name BS EN ISO 15223-1:2016 Carton labels L012436 (30 pack),
and address of the authorized “Symbols for use in the labeling L012529 (1 pack), L012531 (5
representative of the of medical devices™ clauses pack)Extraction Reagent Foil Pouch
manufacturer; 5.14/524 labels | 012397 (30pack), 1012528
(1 and 5 pack)
Positive Ctrl Swab Foil Pouch label
L012270
Negative Ctrl Swab Foil Pouch label
L0122269
(b) the details strictly A EN ISO 18113-22011 “Invitro | Y The following label part numbers DC SZ
necessary for the user to diagnostic medical devices — contain the “LOT" symbol:
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TITLE: Technical File Template for IVD Page 58 of 75

Template Ver.C

- ] N/A Technical documentation, )
Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement Number, Date, Clause compliance, comments and Location

e mitigation
DESIGN AND MANUFACTURING REQUIREMENTS
uniquely identify the device Information supplied by the Carton labels L012436 (30 pack),
and the contents of the manufacturer (labeling) — Part L012529 (1 pack), LO12531 (5
packaging; 2: In vitro diagnostic reagents pack)Extraction Reagent Foil Pouch
for professional use” clauses labels L012397 (30pack), L012528
522632 (1and 5 pack)
Positive Cirl Swab Foil Pouch labsl
BS EN ISO 15223-1:2016 L012270
“Symbols for use in the labeling Negative Ctrl Swab Foil Pouch label
of medical devices™ clause 5.4 L012269
Shelf Pack label L012435 (30 pack),
L012530 (1 pack), L0O12532 (5
pack)
(c) where appropriate, the N/A Not Sterile
word “STERILE” or a
statement indicating any
special microbiological state or
state of cleanliness;
(d) the batch code, preceded A EN ISO 18113-2.2011 “Invitro | Y The following label part numbers DC 57
by the word “LOT", or the diagnostic medical devices — contain the “Use by” symbol:
serial number; Information supplied by the
manufacturer (labeling) — Part
2: In vitro diagnostic reagents
for professional use” clause
5.7/6.7
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TITLE: Technical File Template for IVD Page 58 of 75
Template Ver. C
N/A Technical documentation,
Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement A Number, Date, Clause compliance, comments and Location
mitigation
DESIGN AND MANUFACTURING REQUIREMENTS
Carton labels L012436 (30 pack),
BS EN ISO 15223-1:2016 L012529 (1 pack), LO12531 (5
“Symbols for use in the labeling pack)
of medical devices” clause 5.3 Extraction Reagent Foil Pouch
labels L012397 (30pack), L012528
(1 and 5 pack) Positive Ctrl Swab
Foil Pouch label LO12279
Negative Ctrl Swab Foil Pouch label
L012269
Shelf Pack label L012435 (30
pack), L012530 (1 pack), L012532
(5 pack)
(e) if necessary, an indication | A EN ISO 18113-2:2011 “Invitro | Y The following label part numbers DE&Z
of the date by which the device diagnostic medical devices — contain the “Use by” symbol:
or part of it should be used, in Information supplied by the
safety, without degradation of manufacturer (labeling) — Part Carton labels L012436 (30 pack),
performance, expressed as 2: In vitro diagnostic reagents L012531 (5 pack)
the year, the month and, for professional use” clause Extraction Reagent Foil Pouch
where relevant, the day, in that 57167 labels L012397 (30 pack), L012528
order, (1 and 5 pack)
BS EN ISO 15223-1:2016 Positive Ctrl Swab Foil Pouch label
“Symbols for use in the labeling L012270
of medical devices” clause 5.3 Negative Ctrl Swab Foil Pouch label
LO12269
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Template Ver.C

Description of Essential
Requirement

N/A
A

Relevant Standard, Reference, YIN
Number, Date, Clause

Technical documentation,
reference, justification for claiming
compliance, comments and
mitigation

File
Location

B DESIGN AND MANUFACTURING REQUIREMENTS

(f) in cases of devices for
performance evaluation, the
words “for performance
evaluation only”;

(g) where appropriate, a
statement indicating the in-
vitro use of the device;

Shelf Pack label L012435 (30 pack),
L012530 (1 pack), L012532 (5
pack)

N/A

EN ISO 18113-2:2011 “Invitro | Y
diagnostic medical devices —
Information supplied by the
manufacturer (labeling) — Part
2: In vitro diagnostic reagents
for professional use” clause
5.5/6.5

BS EN IS0 15223-1:2016
“Symbols for use in the labeling
of medical devices” clause 5.16

Package Insert 500053270

The following label part numbers
contain the “IVD” symbol:

Carton labels L012436 (30 pack),
L012529 (1 pack), LO12531 (5
pack)

Extraction Reagent Foil Pouch label
L012267 (30 pack), L012528 (1 and
5 pack)

Positive Cirl Swab Foil Pouch label
L012270

Negative Cirl Swab Foil Pouch label
1012269
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Page 61 of 75
Template Ver. €

N/A Technical documentation,
Description of Essential Relevant Standard, Reference, YN reference, justification for claiming File
Requirement Number, Date, Clause compliance, comments and Location
A mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
Shelf Pack label 1012435 (30
pack), L012530 (1 pack), L012532
(5 pack)
(h) any particular storage A EN ISO 18113-2:2011 “Invitro | Y Package Insert 500053270 DC SZ
and/or handling conditions; diagnostic medical devices —
Information supplied by the The following label part numbers DC 8z
manufacturer (labeling) — Part contain the “Temperature limits”
2. In vitro diagnostic reagents symbols:
for professional use” clause
5.6/6.6/7.9 Carton labels L0124 36 (30 pack),
L012529 (1 pack), LO12531 (5
BS EN ISO 15223-1:2016 pack)Extraction Reagent Foil Pouch
“Symbols for use in the labeling labels LO12397 (30 pack), L012528
of medical devices” clause (1 and 5 pack) Positive Ctrl Swab
5173 Foil Pouch label LO12270
Negative Ctrl Swab Foil Pouch label
L012269
Shelf Pack labels 1012435 (30
pack), L0O12530 (1 pack), L012532
(5 pack)
(i) where applicable, any A EN ISO 18113-2:2011 “Invitro | Y Package Insert 500053270 pC 8z
particular operating diagnostic medical devices —
instructions; Information supplied by the
manufacturer (labeling) — Part
2: In vitro diagnostic reagents
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BD Diagnostic Systems - Regulatory Affairs Procedure

Template Ver.C

Technical documentation,

Description of Essential NiA Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement Number, Date, Clause compliance, comments and Location
a mitigation
DESIGN AND MANUFACTURING REQUIREMENTS
for professional use” clause
715
The following label part number
BS EN IS0 15223-1:2016 contains the “Consult Instructions
“Symbols for use in the labeling for Use” symbols:
of medical devices” clause 5.18 Carton labels L012436 (30 pack),
1012529 (1 pack), LO12531 (5
BRY)
(1) appropriate warnings and/or | A ENISO 18113-2.2011 “Invitro | Y Package Insert 500053270 DC SZ
precautions to take; diagnostic medical devices —
Information supplied by the
manufacturer (labeling) — Part
2. In vitro diagnostic reagents
for professional use” clauses
5.8/6.8/7.10
EN 13641:2002 “Elimination or Safety Data Sheet available Us250
Reduction of Risk of Infection
related to in vitro diagnostic
reagents,” clause 4 5
BS EN 1SO 15223-1:2016 DCSZ
“Symbols for use in the labeling

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

N/A Technical documentation,
Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement A Number, Date, Clause compliance, comments and Location
mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
of medical devices” clause Carton labels L012436 (30 pack),
542 LD12529 (1 pack), LO12531 (5
pack)
(k) if the device is intended for | N/A Not intended for self testing
self-testing, that fact must be
clearly stated.
85 If the intended purpose of the | A ENISO 18113-2:2011 “In vitro | Y Package Insert 50053270 DC SZ
device is not obvious to the diagnostic medical devices —
user, the manufacturer must Information supplied by the
clearly state the intended manufacturer (labeling) — Part
purpose in the instructions for 2: In vitro diagnostic reagents
use and, If appropriate, on the for professional use” clause 7.3
label.
86. Wherever reasonable and A EN ISO 18113-2.2011 “Invitro | Y The following label part numbers DC SZ
practicable, the devices and diagnostic medical devices — contain the identification of batches,
separate components must be Information supplied by the i.e. “LOT” symbols:
identified, where appropnate in manufacturer (labeling) — Part
terms of batches, to allow all 2: In vitro diagnostic reagents
appropriate action to detect for professional use” clause
any potential risk posed by the 522/6.3.2 Barcode label L012438 (barcode
devices and detachable label is affixed to the carton)
components.

disclosure is prohibited
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Template Ver. C

Technical documentation,

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

“Performance evaluation of in
vitro diagnostic medical
devices,” clause 4.3

CNSP20109

Description of Essential N/A Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement Number, Date, Clause compliance, comments and Location
” mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
BS EN ISO 15223-1.2016 Carton Labels L012436 (30 pack),
“Symbols for use in the labeling L012529 (1 pack), L012531 (5
of medical devices” clause 5.4 pack) and Extraction Reagent
Labels L012397 (30pack), L012528
(1 and 5 pack)
Positive Ctrl Swab Foil Pouch label
L012270
Negative Ctrl Swab Foil Pouch label
1012269
Shelf Pack label L012435 (30 pack),
L012530 (1 pack), L012532 (5
pack)
87 Where appropriate, the A EN ISO 18113-2.2011 “Invitra | Y Package Insert 500053270 DC 57
instructions for use must diagnostic medical devices —
contain the following Information supplied by the
particulars: manufacturer (labeling) — Part
2: In vitro diagnostic reagents
for professional use” clause
TA/72/79/710
BS EN 13612:2002 U.S. Stability Study SDSP20006 DESZ
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BD Diagnostic Systems - Regulatory Affairs Procedure

& BD

Procedure No.: BDDSQP0529-01

TITLE: Technical File Template for IVD Page 65 of 75
Template Ver. C
N/A Technical documentation,
Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement Number, Date, Clause compliance, comments and Location
A mitigation
DESIGN AND MANUFACTURING REQUIREMENTS
(a) the details referred to in
Section 8 4, with the exception
of points (d) and (e);
(b) composition of the reagent | A ENISO 18113-2:2011 “Invitro | Y Package Insert 500053270 DC SZ
product by nature and amount diagnostic medical devices —
or concentration of the active Information supplied by the
ingredient(s) of the reagent(s) manufacturer (labeling) — Part
or kit as well as a statement, 2 In vitro diagnostic reagents
where appropriate, that the for professional use” clause 7.6
device contains other
ingredients which might
influence the measurement;
(c) the storage conditions and | A ENISO 18113-22011 “Invitro | Y Package Insert 500053270 DC 8Z
shelf life following the first diagnostic medical devices —
opening of the primary Information supplied by the
container, together with the manufacturer (labeling) — Part
storage conditions and stability 2: In vitro diagnostic reagents
of working reagents; for professional use” clause 7.9
EN ISO 23640:2015 “Stability U.S. Stability Study SDSP20006 DC SZ
testing of in vitro diagnostic CNSP20109
reagents,” clause 4.2.1.4
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BD Diagnaostic Systems - Regulatory Affairs Procedure @ BD

Procedure No.: BDDSQP0529-01

TITLE: Technical File Template for IVD Page 66 of 75
Template Ver.C

NA Technical documentation,
Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement A Number, Date, Clause compliance, comments and Location
mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS

(d) the performances referred | A ENISO 18113-22011 “Invitro | Y Package Insert 500053270 DC 52
to in Section 3 of Part A; diagnostic medical devices —

Information supplied by the

manufacturer (labeling) — Part

2: In vitro diagnostic reagents

for professional use” clause

7.16
(e) an indication of any special | A EN ISO 18113-2.2011 “Invitro | Y Package Insert 500053270 DC SZ
equipment required including diagnostic medical devices —
information necessary for the Information supplied by the
identification of that special manufacturer (labeling) — Part
equipment for proper use; 2: In vitro diagnostic reagents

for professional use” clause 7.7
(f) the type of specimentobe | A ENISO 18113-2:2011 “Invitro | Y Package Insert 500053270 DC SZ
used, any special conditions of diagnostic medical devices —
collection, pre-treatment and, if Information supplied by the
necessary, storage conditions manufacturer (labeling) — Part
and instructions for the 2: In vitro diagnostic reagents
preparation of the patient; for professional use” clause

7.1
(g) a detailed description of the | A ENISO 18113-2.2011 “Invitro | Y Package Insert 500053270 DC SZ
procedure to be followed in diagnostic medical devices —
using the device; Information supplied by the
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BD Diagnostic Systems - Regulatory Affairs Procedure @ BD

Procedure No.: EDDSQPF0529-01

TITLE: Technical File Template for IVD Page 67 of 75
Template Ver. C

- ] NA Technical documentation, ]
Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement Number, Date, Clause compliance, comments and Location

n mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
manufacturer (labeling) — Part
2: In vitro diagnostic reagents
for professional use” clause
712
(h) the measurement
procedure to be followed with
the device including as
appropriate:
- the principle of the methaod; A EN ISO 18113-2:2011 “In vitro Package Insert 500053270 DE 52
diagnostic medical devices —
Information supplied by the
manufacturer (labeling) — Part
2 In vitro diagnostic reagents
for professional use” clauses
7.4/78/7.16/718
- the specific analytical A ENISO 18113-22011 “Invitro | Y Package Insert 500053270 DCSZ
performance characteristics diagnostic medical devices —
(e.g. sensitivity, specificity, Information supplied by the
accuracy, repeatability, manufacturer (labeling) — Part
reproducibility, limits of 2: In vitro diagnostic reagents
detection and measurement for professional use” clause
range, including information .1
needed for the control of
known relevant interferences),
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BD Diagnostic Systems - Regulatory Affairs Procedure @ BD

Procedure No.: EDDSQP0529-01

TITLE: Technical File Template for IVD Page 68 of 75
Temeplate Ver.C

Technical documentation,
reference, justification for claiming File

compliance, comments and Location
mitigation

Description of Essential NIA
Requirement A

Relevant Standard, Reference,

Number, Date, Clause e

B DESIGN AND MANUFACTURING REQUIREMENTS

limitations of the method and
information about the use of
available reference
measurement procedures and
materials by the user,

- the details of any further A EN ISO 18113-2:2011 “In vitro Package Insert 500053270 DCSZ

procedure or handling needed
before the device can be used
(for example reconstitution,
incubation, dilution, instrument
checks, efc.);

- the indication whether any
particular training is required;

(i) the mathematical approach
upon which the calculation of
the analytical result is made;

N/A

diagnostic medical devices —
Information supplied by the
manufacturer (labeling) — Part
2: In vitro diagnostic reagents
for professional use” clause
8.74

EN ISO 18113-2:2011 “In vitro
diagnostic medical devices —
Information supplied by the
manufacturer (labeling) — Part
2: In vitro diagnostic reagents
for professional use” clause
8.74

disclosure is prohibited
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BD Diagnostic Systems - Regulatory Affairs Procedure @ BD

Procedure No.: BDDSQP0529-01

TITLE: Technical File Template for IVD Page 69 of 75
Template Ver. C

- 7 N/A Technical documentation, )
Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming | File
Requirement A Number, Date, Clause compliance, comments and Location

mitigation
B DESIGN AND MANUFACTURING REQUIREMENTS
(j) measures to be taken inthe | A ENISO 18113-22011 “Invitro [ Y Package Insert 500053270 DC BZ
event of changes in the diagnostic medical devices —
analytical performance of the Information supplied by the
device; manufacturer (labeling) — Part
2: In vitro diagnostic reagents
for professional use” clause
713718
(k) information appropriate to
users on:
- internal quality control A ENISO 18113-22011 “Invitro | Y Package Insert 500053270 DC sz
including specific validation diagnostic medical devices —
procedures; Information supplied by the
manufacturer (labeling) — Part
2: In vitro diagnostic reagents
for professional use” clause
13
- the traceability of the N/A
calibration of the device;
(I) the reference intervals for N/A
the quantities being
determined, including a
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BD Diagnostic Systems - Regulatory Affairs Procedure @ BD

Procedure No.: BDDSQP0529-01

TITLE: Technical File Template for IVD Page 70 of 75
Template Ver. C

o ) N/A Technical documentation, ]

Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File

Requirement A Number, Date, Clause compliance, comments and Location
mitigation

B DESIGN AND MANUFACTURING REQUIREMENTS

description of the appropriate
reference population;

{m) if the device must be used | N/A
in combination with or installed
with or connected to other
medical devices or equipment
in order to operate as required
for its intended purpose,
sufficient details of its
characteristics to identify the
correct devices or equipment
to use in order to obtain a safe
and proper combination;

(n) all the information needed | N/A
to verify whether the device is
properly installed and can
operate comrectly and safely,
plus details of the nature and
frequency of the maintenance
and calibration needed to
ensure that the device
aperates properly and safely;
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BD Diagnostic Systems - Regulatory Affairs Procedure @ BD
Procedure No.: BDDSQP0529-01
TITLE: Technical File Template for IVD Page 71 of 75

Template Ver. C

N/A Technical documentation,

Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming | File
Requirement A Number, Date, Clause compliance, comments and L ocation
mitigation

B DESIGN AND MANUFACTURING REQUIREMENTS

information about safe waste

disposal,

(0) details of any further A EN ISO 18113-2:2011 “Invitro | Y Package Insert 500053270 DC SZ

treatment or handling needed diagnostic medical devices —

before the device can be used Information supplied by the

(for example, sterilization, final manufacturer (labeling) — Part

assembly, etc): 2 In vitro diagnostic reagents
for professional use” clause 7.8

(p) the necessary instructions | N/A

in the event of damage to the

protective packaging and

details of appropriate methods

of resterilization or

decontamination;

(q) if the device is reusable, NIA

information on the appropriate
processes to allow reuse,
including cleaning,
disinfection, packaging and
resterilization or
decontamination, and any
restriction on the number of
reuses;
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BD Diagnostic Systems - Regulatory Affairs Procedure

& BD

Procedure No.: BDDSQP0523-01
TITLE: Technical File Template for IVD Page 72 of 75
Template Ver. C

Technical documentation,

Description of Essential NIA Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement A Number, Date, Clause compliance, comments and Location
mitigation

B DESIGN AND MANUFACTURING REQUIREMENTS

(r) precautions to be taken as | N/A
regards exposure, in
reasonably foreseeable
environmental conditions, fo
magnetic fields, external
electrical influences,
electrostatic discharge,
pressure or variations in
pressure, acceleration, thermal
ignition sources, etc;

(s ) precautions to be taken A EN 13641:2002 “Elimination or | Y Safety Data Sheet available Us 250
against any special, unusual Reduction of Risk of Infection

risks related to the use or related to in vitro diagnostic

disposal of the device reagents,” clause 4.5

including special protective
measures; where the device
includes substances of human
or animal origin, attention must
be drawn to their potential
infectious nature;

(t) specifications for devices N/A
for seli-testing:
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BD Diagnostic Systems - Regulatory Affairs Procedure

& BD

Procedure No.: BDDSQP0529-01
TITLE: Technical File Template for IVD Page 73 of 75
Template Ver. C

N/A Technical documentation,

Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement A Number, Date, Clause compliance, comments and Location
mitigation

B DESIGN AND MANUFACTURING REQUIREMENTS

- the results need to be N/A
expressed and presented in a
way that is readily understood
by a lay person; information
needs to be provided with
advice to the user on action to
be taken (in case of positive,
negative or indeterminate
result) and on the possibility of
false positive or false negative
result;

- specific particulars may be N/A
omitted provided that the other
information supplied by the
manufacturer is sufficient to
enable the user to use the
device and to understand the
result(s) produced by the
device;

- the information provided N/A
must include a statement
clearly directing that the user
should not take any decision of
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BD Diagnostic Systems - Regulatory Affairs Procedure

@ BD

Procedure No.: BDDSQP0528-01
TITLE: Technical File Template for IVD Page 74 of 75
TEMPlﬂ!E Ver.C

o ] NA Technical documentation,
Description of Essential Relevant Standard, Reference, YIN reference, justification for claiming File
Requirement A Number, Date, Clause compliance, comments and Location
mitigation

B DESIGN AND MANUFACTURING REQUIREMENTS

medical relevance without first
consulting his or her medical
practitioner

- the information must also N/A
specify that when the device
for self-testing is used for the
monitoring of an existing
disease, the patient should
only adapt the treatment if he
has received the appropriate
training to do so;

{u) date of issue or latest A Package Insert 500053270 DC SZ
revision of the instructions for
use.
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Attachment 5: IDS Benefit Risk Analysis for BD Kit for Rapid Detection of SARS-CoV-2

BD/Confidential Benefit Risk Analysis Form Document ID.: BALTRMYISSARSCOV2ERA
IDSQPO426-02  ECO 5-214455 / Rev 01/ Ver A Revision No.: 2
Page: 1of7

Title:  Benefit Risk Analysis for BD Kit for Rapid Detection of SARS-CoV-2, Catd 256081

IDS Benefit Risk Analysis for

B0/ Confidential Benefit Risk Analysis Form Document ID.: BALTRMVISSARSCOVZBRA
IDSOPDA28-02 / ECO 5-214455 / Rev 01/ Ver & Ravision No.: 2
page: 20f7

Title.  Benefit Risk analysis for BD Kit for Rapid Detection of SARS-CoV-2, Cat# 256091

Table 1 - individual Benefit Risk Rationale

= = = Hazard Risk Benefit
B D Klt fO‘l’ Rapld Detectlon O'f SARS'COV'Z Analysis = Adverse Effect Potential Causes Residual Rationale/information fe.g.
i ot [Harm) of Hazard Risk Index Iabeling references, control
SECTION I using pr ] 1D Na. measures)
The 8D kit for Rapid Detaction of SARS-CoV-2 isac i intended for the direct and qualitative Inherent design: Cartridge
detection of SARS-CoV-2 nucleocapsid antigens in nasal swabs from individuals whe are suspected of COVID-19 by their dimensions preciude chake
healthcare provider within the first five days of the onset of symptoms i Choking; scute ”a”f“
Vicual resuits are for the identification of SARS-COV-2 nuclencapsid antizn. This antizen is generally detectable in upper g ﬁz:;:“: sirway obstruction | canridgaplaced in | t‘::";ime et
respiratory samples during the acute phase of infection. Positive results indicate the presence of viral antigens but clinical e requiring urgent mauth Bkl st b iy
«correlation with patient history and other disgnostic information is necessary to determine infection status. Positive results do medical attention e s
not rule out bacterial infection o co-infection with ather viruses. The agent detected may not be the definite cause of disease. sarmple collaction davices) inthe
Negative results should be treated as presumptive, do not rule out SARS-CoV-2 mfection and should not be used as the sole basis body.
for treatment or patient management decisions, including infection control decisians. Negative results should be considered in \SMarwert gy Ca N
the context of a patient's recent exposures, history, and the presence of clinical signs and symptoms consistent with COVID-19, dimensions preciude chake
and confirmad with a molecular assay, if necessary, for patient management. ; 3 Hazard
; 3 ot i e Riaars . " — Processing | choking; acute Eibeilng
The £0 it for Rapid Dataction of SARS-COV-2 isint for use in point of care settings and operated by healthcare. 4 iy dirwvny whctruc i srocessingtubaand | o o PR L
professionals or trained users specifically instructed in the use of the BD ¥it for Rapid Detection of SARS-CoV-2 and proper lodgedin | requiring urgent tip placad in mouth The package inser !
infaction contral procedures. ] e with a warning against placing
‘SECTION 1l; INDIVIDUAL ANALYSIS FOR PRODUCT sy cHmponent fewepe the
[Table 1 tobe Medical) sample collection devices) in the
- body.
Is an individual risk/benafit analysis neaded? (Ara there any risks in the Hazard Analysis that were categorized as RE oF YE rabeling (Lo12441]
post Risk Control Measure (RCM) implementation?) Tube Cap Chaling: e ST packen lnsac i< paticked
i odged in airway obstruction cap tube placed in 2 with a warming against placing
[ Yes: list each Hazard Analysis item RE and YE, post impl: of REM, in Table 1 below. throat requiring urgent mouth any component (except the
medical attention sampie collection devices) in the
| No: miark Table 135 /A and skip to Section Il body.
Inherent design:
Hazard analysis BALTRMVISSARSCOV2APH Rev 1 was used to create Table 1. Spread of organism if - Specification of a
patient is not nasal swab
False G Un-validated swab oo
8 it quarantined. s YE = provision of a flocked swab
— — = Increased risk of = Labeling (L012441)
Table 1 Individual Benefit Risk Rationale disease progression. « Package insert directions
Hazard Risk Benefit * carton Box Label
analysis adverse Effect Potential Causes Residual Rationale/information fe.g. Spwecal’of crppiasm Inherent desizn:
Sequential {Harm) of Hazard Risk Index labeling references, control False patient is not * Temparature stud,
0 Mo measures] 10 quarantined. specimen stability VE s v
= Negative | @ acedrisk of Labeling (L012441)
spread of organism if Inherent design: : « Package insert directions
cmsiisls Kit component + Temperature study dissase prograssion.
& Faise ;““mm 7 temperature strass | Labeling: ‘Spread of orzanism it
Negative | o ced risk of (hgez_e, thaw, * Assay kits labeled with 2-30 *¢ False patient is not specimen collaction Labeling Lo12351)
d i sippag) hipeteat conlitions = Negatve | Suarentined. from incorrect site i + Package insert directions
SRR PSSO, - Packaze=i directions ! Increased risk of 2
disease progression.
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BD/Confidential Benefit Risk Analysis Form Document ID.: BALTRMVISSARSCOV2BRA
IDSQPO426-02 / ECO 5-214455 / Rev OL/ Ver A RevisionNo.. 2 3
Paze 3of7 BD/Confidential Benefit Risk Analysis Form Document |D.: BALTRMVISSARSCOV2ERA
Titie:  Benefit Risk Analysis for BD Kit For Rapid Detaction of SARS-CoV-2, Catt 256091 b e L
Page; Aof7
Title: Benefit Risk Analysis for BD Kit for Ripd Detection of SARS-CoV-2, Cat# 256031
Table 1 - individual Benefit Risk Rationale
Hazard Risk Banaft 7 T
Analysis " e SRS Residual - son (e.g- Table 1 - individual Benefit Risk Rationale
Sequential o {Harm) of Hazard Risk Index Iabefing raferences, control Hazard Risk Benefit
ID No. measures) analysis " Adverse Effect Potential causes Residual Rationale/information (e.g.
Spread of organism if Inherent dasign: sequential eand (Harm) ofHazard Risk Index Iabeling raferencas, control
— patient is not Nasal swab - Incorrect - Provision of a flacked swab 1D No. measures)
13 e v | quarentined specimen collection | vE Labeling [L012441) Inherent design:
= Increased risk of technique « Package insert directions = Temperature study completed
disease progression * Carton Box Label spread of erganism if L o Labaling (L012431)
Spread of arganism patient is not i » assay kits [abeled with 2:30°C
False temperature -
patient is not . 39 quarantined 1 YE storage conditions
False s Swab notadded to Labeling (Lo12921) Negative A exposure during v i
19 o quarantined. YE # 2 Increased risk of = Package inseri directions
negative 3 tube » Packags insert directions ! esting
Increased risk of diseasa progression. « carton BoxLabel
disease progression. Performance studies:
spread of organism if | Stability Study
y patient is not - :"’"“"", - & Processing tube Inherent Design
20 i quarantined. ikiRg ol prcmvng IS Estetog Lot o POSUT® | conversion to cracks due to » Materials salection and
Negative reagent and speciman « package insert directions a3 to € VE SO 3
Increased risk of : pathogenic disease | operator design/thickness of processing
- after adding to tube Biohazard
iseasa progression tube
5 § Labeling (L012441) spread of organism if DR
- postr® | conversion to wabclaTmelll « The package insert documents s patient is not Sample with high ki iﬁ 3
pathogenic diseasz P Proper processing tube 55 u quarantined. concentration of YE Rty SEiec N
Biohazard assambly Negative Parformance Studies:
assembly. Increased risk of antigen (hot sample)
4 . « Analytical Specificity
Exposura Lock ring Labeling (LD12321) lisease progression.
- 3 Conversion to misassembled or fiter | = The package insert documents Spread of organism it
3 pathogenic disease | disk misassembled proper processing tube patient is not subaptimal sample .
Biohazard s False Labeling (L012421)
during assembly assembly. a5 quarantined. {bloody, excess vE ;
Negative - = package insert directions
EXPOSU® | oonversion to Specimen asrosalized Libelng (1oAY i) =y
EH to il e VE « The package insert includes a disease progression.
miokezand | PRMCEMRICdERAZE | Hvo 3l general hazard statement spread of organism if | oo
Labeling (L012841) False peniench ":‘ exposure time of "“E:::ﬁ \E“ﬂ“dlﬂ )
— « The packege insertincludes a as negative | AUBraNtined. R YE package insert directions
P Conversion to Tip separates from general hazard statement Increased risk of il * Carton Box Label
3s I iy 2 VE . disease progression.
Biohazard | Pathogenic disease | procassing tube - Occurrences of dispense tip -
failures will be documented in Spread of cgamsmw, it
s chical trd regsart. i patient is not Fositive reaction not Inherent design:
pE——— 50 sgatiis quarantined. developad by 15 vE = positive control line and
» drpitegity sakactiini increased risk of minute read time background area checks
: . disease progression.
Y . order of anaiyte lines on ——
spread of ongarism if | “2>2 AT device Inberent design:
e patient is not ol i . Labeiing (L012441) * Cartriiga designed to contain
= Negative | OUarantined, drugs(interierance | 'F = Package jnsert dicer tions: Exposure cartridge leakage SRR
Increased risk of Y Performance Studies - conversionto Labaling [L012443)
disease progrescion wish poshtivs conrod > o pathogenic disease | 2er extracked ¥ = The package insert will include
i Reactivity (analy 1 i
antibody) : ::;; eactivity (Analytical siohazard sample is added Bl el
pecificity] performance studies -
clinical Evaluation sty « Flex Study
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8D/ Confidential Benefit Risk Analysis Form - BaL
BD/Confidential Benefit Risk Analysis Form Document ID.: BALTRMVISSARSCOVZBRA s O AR S O e R e (@
|DSOP0A28-02 / ECO 5214455 / Rav 01 / Ver A Revision No.: 2 g2 (M
Page: 5 of 7 Tite: Benefit Risk Ana ’VEB for BD Kit for “Epiﬂ Detaction ufSARS«CW»Z' Catw 256001
Title: Benefit Risk Analysis for BD Kit for Rapid Detection of SARS-COV-2, C3t8 256091
for the direct detection of the presence or absence SARS-COV-2 antigens in respiratory speci taken i
with signs and symptoms who are suspected of COVD-18. The test is intended for intespretation in both laboratory and near patient
Tabla 1 — Individual Benefit Risk Rationale testing environmants. Tha banefit of the test is speed,
- simplified workflow, objectivity, cansistency, and accuracy which allows for relevant and timely information to assist with the
e i diagnosis of COVID-19, providing the opportunity for timaly and correct patient management. in addition, rapid tests like the
Analysis Adversa Effect Potential Causes Rasidual Ratio| Informatio: s = o o 2 i)
oy | naard N’:Em] T = hm"‘"’ e :‘m(;‘:; BD k# for Rapid Detection of SARS-Cov-2 2id in 2 quick diagnosis 5o that patients may be appropriately isolatad
e e e m““" and treated to prevent the spread of infections to fellow patients, family members or the general public, especially those with
- - 2cpi y or immune functions.**
Labeling (L012441)
. + The package insert will be References:
o a Conversionta Used cartridge placed [ Iabeled with a warning against L Lauer, Stephen A etal Period of Disezze 2010 siely Repor =
5 pathogenic disease | in body placing any component (except Estimation and Apalication.” Am;Ls-fmma\ medicire m 172,9 [2020): 577-582. doi: 10 msmz(wsm
Biohazard the sampla coll d fin 2. Centers for and faly 15, 2020.
e by 3. Tramberg. B SChweta. T, El, etal Rapid n i grostic Testing in the United States — The NIH RADx
I R DI Imitiative. NEJM 2020 July 22 nejm. i
sp! < & " & ” & Carter, U, Gamer, LV, Smoot, JW et al. Assay i dTest isgnesis ACS Cent. Sci. 2020, 6, 5, 591-605
— patient is Er vuul:\ rsit;m is ?Mr‘ (Lpuu;? ) Publication Date-Ageil 30, 2020
= Negave | AUETADIM mowon [l a e E T e moveal Surctams 5. Sethuraman N, Jeremizh 55, Ry A. Interpreting Diagneatic Teats for SARS-CaV-2. JAMA 2020:323{22):2248-2251.
Increased risk of positive result. « Carton Box Label Z01-10.1001/jam 2020.8258
disease progression. 'SECTION IV: BENEFIT / RISK ANALYSIS CONCLUSION [Secti by Medical]
Inherent Design "
+ Antibody selection e jemicane);
o i i“’":;l ) Ol Eachofthe individual risks evaluated for the product(s] were assigned to the insignificant region (GR) and are therefore
patient is not ESrEsaE MR Package msert (3000428916) deemed negligible in comparison with other risks and in relationship to the benefit of using the product. The product
57 SEER quarantinad asnewvariantsare | directions : Can be marketed due to a combined overall device resiiual risk that is balanced against the benefit of the product(s)
MEpative: | G raced ik of not detected by the performance studies covered in the assocated Risk Management File.
s e | * R&D validation studies to
Fsspy ssress detaction of new varismts =} lyzed in this that the medical benefits outweigh the rasicual risks of the device
hazards. Information for Safety for all device hazards submitted to the Benefit Risk Analysis has been identified. The
product can be marketed due to a combined overall device resiiual risk that is balanced against the benefit of the

* Mote: Add adgitional rows as needed.

Medical Affairs Risk & Labeling Review:

With rezard to the hazards isted in Table 1, the residual risk indices cannot be reduced further because the severity of the
hazard is considered to be 54 {Severe). Any hazard of this severity cannot be mitigated to Green (Insignificant) based on the
Three-Region Risk Chart found in IDSQP428 Rev 01 Ver 4, and IDSQP0405 Rev 01 Ver 4. The risk mitigation procass can

only affect the pr y of and not th of the harm. Users should adhere ta the waming included in the
labeling in the IFU and the kit carten labels. Any remaining risk te th and

the availability of a rapid, easy-to-use test for SARS-COV-2 which provides accurate and consistent test results allowing

for prompt managemant of patients.

SECTION Iil: OVERALL BENEFIT/RISK ANALYSIS FOR PRODUCT [Secti Medical] |

productis) covered in the associated Risk Management Fie.

O The product(s) analyzed in this document show that the residual risks outweigh the medical banefits of the device
hazards. The product cannot be marketed as designed and therefore requires implementation of further risk contral
measures prior to markst or tha product must be abandoned

[[sECTION v: APPROVALS

APPROVED BY QUALITY [Manager level or higher) -
N V|

Vviral respiratory tract infections are responsible for widespread disease. A novel coronavirus (2018-nCoV) outbreak was identified
in December 2019, which has resuited in millions of confirmed human infections wnrldwlfle cases of severe illness and hundreds
of thousands of deaths have been reported o date. b y 11, for Taxenomy of viruses
(ICTV) renamed the virus SARS-Cov-2. The median incubstion tmais estimatad to be approxmately S days with symptoms

signature: Date: TR
Siing Res

e [l | (A
57BEF ABBATFDORETIE | AYEI06IED

estimated to be present within 12 days of infection ' The symptoms of COVID-19 are similar 1o other vi pit Y and
include fever, cough, and shortness of breath”

Diagnostic methods for detection of the SARS-Cov-2 virus include, nucleic acid amplification assays such as reverse

APPROVED BY MEDICAL AFFAIRS:
+ s Tabie 1 contains risks categorized as RE, minimum approval is the Business Unit Madical Director or higher

+ ¥ Table 1 contains NO risks categorized as RE or Table 1is not required, minimum approval is 2 director level within

Medical affairs or higher

transcriptase polymerase chain reaction (RT-PCR), rapid antigan immunoassays, and serological assays for the & of ige
and igM antibodies.s Each has b have clinical utility for the detection of virus. The

8D kit for Rapid Detection of SARS-CoV-2 is 3 rapid (approximately 15 minutas), visually read, chromatographic

Date. ‘ 4 February 2021
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¥ BD

BD/Confidentiol Benefit Risk Analysis Form
IDSOPO428-02 / ECO 5-214455 / Rev 01/ Ver A

Document ID.. BALTRMVISSARSCOVZBRA

Revision No.: 2
Page: TofT

Title:  Benefit Risk Analysis for BD Kit for Rapid Detection of SARS-CoV-2, Cat# 256001

— N -

SECTION Vi: REVISION HISTORY
RECORD REVISION HISTORY TABLE
Revision Description of Changes
1 New document
2 Updated to includs new risk surrounding emerging SARS-CoV-2 variants.
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Attachment 6: Leaflet provided with the self-test product

Informatie voor gebruikers van zelftesten

Let op, doe in de volgende gevallen geen zelftest maar mazk een afsprazk bij e==n GGD
testlocatie:

*  u heeft coronaklachten
s u heeft contact gehad mat e2n besmat persoon
s u bent de afgelopen 10 dagen teruggekomen uit een oranje gebied

Met deze zelftest kunt u testen of u op dit moment corona heeft. Hieronder leest u wat
de uitslag betekent en wat u met de uitslag moet doan.

= De testuitslag is positief
Dit betekent dat u waarschijnlijk corona heeft.

Wat moet u doen?

- Ga in isolatie, dus blijf thuis en vermijd zoveel mogelijk contact met uw
huisgenoten.

- Ontvang geen bezoek.

- Maak direct een afspraak voor een hertest bij de GGD via 0800-1202 of via
www.coronatest.nl. Tot de uitslag van de hertest bekend is blijft u thuis in isolatie,

- Als de hertest ook positief is start de GGD samen met u het bron- en
contactonderzosk,

- Vragen? Ga naar wwwrilksoverheid.nlfuitslag-coronatast voor meer informatie of
bel met 0800-1351.

Waarom een hertest?

Een zalftest is minder batrouwbaar dan de test op de GGD testlocatia. Hierdoor is er kans
dat uw positieve uitslag vals alarm is. Als de hertest bij de GGD negatief is dan mag u it
isolatie.

2 De testuitslag is negatief

Dit batekent dat u waarschijnlijk geen corona heeft.
Let op! Een negatieve uitslag van een zelftest is niet 100% betrouwbaar. Blijf dus
woorzichtig.

Wat moet u doen?
- Blijf d= corena regels velgen. Houd afstand, draag =en mendkapje, was vazk je
handen en blijf letten op klachten.
- Als u klachten krijat of contact heeft gehad met 2en besmet perscon, laat u dan zo
snel mogelijk testen bij de GGD.

- Vragen? Kk voor meer informatie op wwwiiksoverheid, nl/uitslag-coronatest of
bel met 0800-1351.

5 Dotk is niet duidelii}

De test is dan niet geldig, doe sen nisuwe test

Meer informatie:

Meer weten over het testen op corona? Kijk op www.rijksoverheid.nl/coronatest
De regels voor isolatie vindt u op i i i

Hulp of ondersteuning nodig tijdens de isolatie- of quarantaineperiode? Ga naar
il heid.nl/ tai id

De zelftesten waar de Rijksoverheid een ontheffing voor heeft verleend, vindt u op
il heid ol heffi s
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Attachment 7: lay man IFU

A Bareld uw testplek vaor en controleer de inhoud van uw testiit

Loes e gabrulisaanwiling
Torguuidig doc.
BafE ean andna Video om

el Y EEo- e

Snultochtjos uw nous In an Wi 1w handan grondig gackronoo fvorm banvariran
Ehzse an gool de Hasus weg I mat mesp snwom

ondsn, -
aun gestotan afvalbak oftandontmattingamidda.
DEBomvaTTIRIgAgn
it Y
s uTeer dan dentet o @ ﬁ
st hahanit uztap &
hisson alba tast.

as
7h

B Zet uw test klaar

Neam da snaltest stip ult Varwljder da gela dopyan hat e o dovarpakking v 'f
i s i sl curert] nafowontoerukoas
c varpakling buls}e mek da visalsto Do o m e

rmuu.n"l:hug-lngﬂ.

Raokda zochts, shoffen puritvan hat wattenstonje niet cor met uw hande. Vamid om hat waktenstaofja op een opparviak ta kggen.

C Afname met de wattenstaaf

@ Nos atname - sarsta meusgat @ Maus afnars - ander reusgat

e e ©, ‘g -::"::.':::.;::. &

endan ondan (wal het oot gebourt).
« Moak 5 paddmalinde gen
tarwl]| u hat woitanstaal o tegan de
bimankantyan het nusgat dk.

+ Dt kan ranén [ da agen varocrzaken,

« Dot ks basl normaal. 25em f

D Verwerken van het monster zorg svoordat u de sheliest stip op een viak s herizonine| opperviak hett gepinatst Varploats de smaist siip niet tjdens de test.

Mengen Afsluiten

Haemhat buksj Bowoag hat Knijpzachtjos in do
an dompsl hat W bultenkant ¥an hat

ot o T
acht 15 mimutn
woordat u uw
sk ogt last
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het wotterstaofe ir oa! 1 te verw ljderen bi] hat
woeekrEk inde ultnemen van et
wineistot S mc wattretofja

totdat 4 can kik
hoort
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Lees uw resultaat -
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E Leos uw resultaat

o

2lijran, sen naost de Cen sen 1 lijn. namst C gesft aan dat de test negatief is.
maast de T,zelfs voge ijnen, . -
betskenen dot de test postisf s unbet

manr =en ‘
Mo izzer wacrschijil dat A\ A P gm.;mmm
momentes] basmat bert met het sam AR
Coronawine (Cowd-10). [ F] ]
C = Contralslijn € c C = Contralalijn
T =Testijn i ¥ T =Testijn
N = Nistspacinete ljn * M N = Nist spacifiels B

mgsmgum moetenworden herhaaks
et een nieuwe kit Eranzes mogelje Ao i
quﬂ!e testrestaten.

Hran Ma3omipn

vmemnnwmm Iyn of de
afuezigheidvan een controledijn. D= test
moet worden herhoald. Al het resultoot

— @1 i m@l

F Meld uw testresultaat volgens de richtiljnen van de lokale gezrondheldsautoritelt.
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Al hat teston wan kindoran mnat da tost onder thanicht win
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