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INTENDED USE
The BioGX SARS-CoV-2 Reagents for BD MAX™ System is a real-time RT-PCR test intend

nucleic acid from the SARS-CoV-2 in nasopharyngeal, nasal, mid-turbinate, and oropharynge i s, nasopharyngeal
wash/aspirate or nasal aspirates obtained from individuals suspected of COVID-19 by, 3 igor. Testing is limited
to laboratories certified under the Clinical Laboratory Improvement Amendments of A .G 526343, to perform

moderate and high complexity tests.

Results are for the identification of SARS-CoV-2 RNA. The SARS-CoV-2 RN in upper respiratory specimens

during the acute phase of infection. Positive results are indicative of the prefince o A; clinical correlation with
patient history and other diagnostic information is necessary to determine p&ient infec Positive results do not rule out
bacterial infection or co-infection with other viruses. The agent detected ma cause of disease. Laboratories

ropriate public health authorities.

Negatlve results do not preclude SARS CoV 2 infection and should not le basis for patient management decisions.
3 i d epidemiological information.

lified and trained clinical laboratory personnel

o diagnostic procedures, and use of the BD MAX

use under the Food and Drug Administration’s

The BioGX SARS-CoV-2 Reagents for BD MAX System ig
specifically instructed and trained in the techniques of res
System. The BioGX SARS-CoV-2 Reagents for BD MAX
Emergency Use Authorization.

EXPLANATION OF THE TEST

Total nucleic acid (TNA) is isolated and p
swabs collected in BD Universal Viral
is transferred to the Sample Buffer
final eluate is used to rehydrate oV-2 Reagents, which contains all reagents necessary for RT-PCR including primers
and probes. This rehydrated m iX i bsequently transferred to a BD MAX PCR cartridge.

The BD SARS-CoV-2 Reage
phosphoprotein gene (
probe sets are based

AX™ ExK™ TNA-3 kit from nasopharyngeal and/or oropharyngeal
\/T) or Copan Universal Transport Media System (UTM). Patient sample

ers for Disease Control and Prevention (US CDC) assay for specific detection of
s of the N gene (i.e., N1 and N2).

An internal control ta ase P gene will be co-amplified along with N1 and N2 gene targets (if present) and will
serve as an endogenou cleic acid extraction control present in all properly collected patient samples. This control serves as both
an extraction control and a ernal amplification control.

PRINCIPLES OF THE PROCEDURE

A combination of lytic and extraction reagents is used to perform cell lysis and DNA/RNA extraction. Nucleic acids released from
the target organisms are captured on magnetic affinity beads. The beads, together with the bound nucleic acids, are washed and
the nucleic acids are eluted by a combination of heat and pH variation. The final eluate is used to rehydrate BioGX SARS-CoV-2
Reagents, which contains all reagents necessary for RT-PCR including primers and probes. After reconstitution, the

BD MAX System dispenses a fixed volume of RT-PCR-ready solution containing extracted nucleic acids into the PCR Cartridge.
Microvalves on the cartridge are sealed by the system prior to initiating PCR in order to contain the amplification mixture and thus
prevent evaporation and contamination.



The amplified cDNA targets are detected using hydrolysis (TagMan®) probes, labeled at one end with a fluorescent reporter dye
(fluorophore), and at the other end, with a quencher moiety. Probes labeled with different fluorophores are used to detect the target
analytes in different optical channels of the BD MAX System. When the probes are in their native state, the fluorescence of the
fluorophore is quenched due to its proximity to the quencher. However, in the presence of target cDNA, the probes hybridize to

their complementary sequences and are hydrolyzed by the 5-3’ exonuclease activity of the DNA polymerase as it synthesizes the
nascent strand along the cDNA template. As a result, the fluorophores are separated from the quencher molecules and fluorescence
is emitted. The amount of fluorescence detected in the optical channels is directly proportional to the quantity of the corresponding
probe that is hydrolyzed. The BD MAX System monitors these signals at each cycle of the PCR and interprets the data at the end of
the reaction to provide qualitative test results for each analyte.

REAGENTS AND MATERIALS

REF CONTENTS QUANTITY
BioGX SARS-CoV-2 Reagents for BD MAX System
Lyophilized reagents for multiplexed detection of N1 and RNase P. Each tube is sufficient for a 24 tests

12.5 pL reaction, sealed in BD MAX 0.3 mL conical tubes
BioGX SARS-CoV-2 Reagents for BD MAX System

444213 Lyophilized reagents for multiplexed detection of N2 and RNase P. Each tube is suffici 24 tests

12.5 pL reaction, sealed in BD MAX 0.3 mL conical tubes
BioGX Rehydration Buffer . . 24 tests
Sealed in BD MAX 0.3 mL conical tubes. Each tube contains 25 pL of buffer

EQUIPMENT AND MATERIALS REQUIRED BUT NOT PROVIDED

» BD MAX System (BD Cat. No. 441916)

+ BD MAX Sample Rack (BD Cat. No. 441935, 443550, 443551, 444807 £r 444

+  BD MAX ExK TNA-3 (BD Cat. No. 442827)

+ BD MAX PCR Cartridges (BD Cat. No. 437519)

*  SARS-CoV-2 Controls

*  Copan UTM Collection Kit

+  BD UVT Collection Kit

»  Vortex Genie 2 (VWR Cat. No. 58815-235 or equival

*  Multi-Tube Vortex Mixer (VWR Cat. No. 58816-,

* Rack compatible with a multi-tube vortexer (e.g. er or equivalent)

»  Variable Volume Calibrated Pipettor (750 uL volu

»  Aerosol resistant micropipette tips

» Disposable gloves, powderless

WARNINGS AND PRECAUTIO

»  Forin vitro diagnostic use cy Use Authorization only.

»  For Prescription Use only.

» Positive results are jg of SARS-CoV-2 RNA.

» Laboratories withi s territories are required to report all positive results to the appropriate

public health a

*  All patient sampl€
M29-A4" and in Bio¢

1 =d as if infectious, using good laboratory procedures as outlined in the CLSI Document
in Microbiological and Biomedical Laboratories.? Only personnel proficient in handling infectious
materials and the use €(RI0GX SARS-CoV-2 and BD MAX System should perform this procedure.

* Al human-sourced materi&s should be considered potentially infectious and should be handled with universal precautions.
If spillage occurs, follow appropriate site procedures.

»  Closely follow procedures and guidelines provided to ensure that the test is performed correctly. Any deviation from the
procedures and guidelines may affect optimal test performance.

» Do not use expired reagents and/or materials.

» Do not use the kit if the label that seals the outer box is broken upon arrival.

» Do not use reagents if the protective pouches are open or broken upon arrival.

» Do not use reagents if desiccant is not present or broken inside reagent pouches.
* Do not remove desiccant from reagent pouches.

» Close protective pouches of reagents promptly with the zip seal after each use. Remove any excess air in the pouches prior
to sealing.

»  Protect reagents against heat and humidity. Prolonged exposure to humidity may affect product performance.
» Do not use reagents if the foil has been broken or damaged.

* Do not mix reagents from different pouches and/or kits and/or lots.

» Do not interchange or re-use caps, as contamination may occur and compromise test results.
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»  Check Unitized Reagent Strips for proper liquid fills (ensure that the liquids are at the bottom of the tubes).
»  Check Unitized Reagent Strips to ensure that all pipette tips are present.
»  Proceed with caution when using chemical solutions, as Extraction Tube barcode readability may be altered.

»  Good laboratory technique is essential to the proper performance of this assay. Extreme care should be taken to preserve the
purity of all materials and reagents.

* In cases where other PCR tests are conducted in the same general area of the laboratory, care must be taken to ensure that the
BD MAX ExK TNA-3 components, any additional reagents required for testing, and the BD MAX System are not contaminated.
Avoid microbial and ribonuclease (RNase)/deoxyribonuclease (DNase) contamination of reagents at all times. The use of sterile
RNase/DNase-free disposable aerosol resistant or positive displacement pipette tips is recommended. Use a new tip for each
specimen. Gloves must be changed before manipulating reagents and cartridges.

» To avoid contamination of the environment by amplicons, do not break apart the BD MAX PCR Cartridge after use. The seals of
the BD MAX PCR Cartridges are designed to prevent contamination.

*  The laboratory should routinely perform environmental monitoring to minimize the risk of cross-contamination.
»  Wear protective clothing and disposable gloves while handling all reagents.

»  Wash hands thoroughly after performing the test.

* Do not pipette by mouth.

* Do not smoke, drink, chew or eat in areas where specimens or kit reagents are being hand
» Dispose of unused reagents and waste in accordance with local, state, provincial and/o,

«  Consult the BD MAX System User’s Manual® for additional warnings, precautions, apd prt

STORAGE AND STABILITY

BioGX SARS-CoV-2 Reagents for BD MAX System

BioGX SARS-CoV-2 Reagents for BD MAX System components are provide
To protect the product from humidity, immediately re-seal after opening. Op
established for 1 month at ambient temperature and closed pouch for 6 mo

INSTRUCTIONS FOR USE

Swab Specimen Collection/Transport

Note: Wear gloves when handling Universal Viral Transg
come in contact with the specimen, immediately cha

1. Nasopharyngeal / oropharyngeal swab specimens s
Transport System or the Copan Universal Tran

2. Transport the UVT/UTM specimen according to

BD MAX Sample Buffer Tube Preparation

Note: Wear gloves when handling Uni i port (UVT) or Universal Transport Media (UTM) specimens. If gloves
come in contact with the specimen them to prevent contamination of other specimens.

Note: If frozen, allow Universal ecimen to come to room temperature before proceeding.

1. Uncap the BD MAX TNA-3
specimen directly into the B

2. Recap the tube with 2

and expressed directly into the BD Universal Viral
ording to their respective package insert instructions.

tructions for use.

ex or mix by inversion 5 times.
e with patient information.

Note: Do not q
and inability to
4. Repeat Steps 1 to
5. Proceed directly with tf

BD MAX System Operation

Note: Refer to the BD MAX System User’s Manual® for detailed instructions (Operation section).

1. Power on the BD MAX System (if not already done) and log in by entering <user name> and <password>.

2. Gloves must be changed before manipulating reagents and cartridges.

3. Remove the required number of Unitized Reagent Strips from the BD MAX ExK TNA-3 kit. Gently tap each Unitized Reagent
Strip onto a hard surface to ensure that all the liquids are at the bottom of the tubes. Remove the required number of Extraction
Tube(s) from the protective pouch. Remove excess air, and close pouch with the zip seal.

4. From the BioGx SARS-CoV-2 kit, remove the required number of Master Mix Tube(s) and rehydration buffer tubes from the
protective pouches. Remove excess air, and close pouch with the zip seal.

each UVT/UTM sample that will be tested on the BD MAX System.
RD MAX System Operation.



5. For each specimen to be tested, place one (1) Unitized Reagent Strip on the BD MAX System Rack. Assemble the strip as
in Figure 1:

Waste
Snap-in Tubes Reservoir  Ppipette Tips

#4

Lysis/Release Wash
Tube Buffer

N2, RNaseP
Extraction MM
Tube

Elution

Buffer
N1, RNaseP
MM

Neutralization
Buffer
Rehydration

Buffer Tubes #1 #2 #3 #4

Figure 1: Snap Extraction Tubes and Master Mix Tubes into Unitized

Note: Failure to add extraction tube and master mix tubes may result in instru

Note: A conical snap-in tube is fully seated in the strip when a ‘click’ is hear
Unitized Reagent Strip.

*  Position 1= Snap the BD MAX TNA-3 Extraction Tube into Position

»  Position 2= Snap the BioGX “N1, RNaseP” lyophilized master mix i

*  Position 3= Snap the BioGX Rehydration Buffer tube into Position

*  Position 4= Snap the BioGX “N2, RNaseP” lyophilized mas
6. Create the User Defined Protocol (UDP) as follows:

« Navigate to Run > Test Editor tab.

*  Click “Create”.

+  Complete each section of the user protocol as o

gent placement in the

bn shots below.

Basic Information Section

Run > Test Lditor > [dit > Basic Information

Dual Master Mix: Lyophilized MM with Rehydration Buffer (Type 4) -

Test Name: | 33009301 | earacg

Basic Information

Ct Calculation

O Call CLat Inflection Point PCR Settings:
— Snap-In 2 (green)

Sample Extraction Paramcters

() bser peinea [ ol Sensing
o o O Call Ct at Threshold Crossing
— v = Melt Settings:
S . Saas @ Call Ct at Threshold Crossing with Secondary QC Threshold Snap-In 2 (green)

Lysis Heat Time 0, = 1 mins
Test Steps:

Custom Barcodes
Snap-In 2 (green)

Lysis Temperatur, 30-501°C o ) —
¥ P Snap-In 2 Barcode: | | snap-in 3 Barcode: | | Snap-In 4 Barcode: | |
X ‘7' ‘7' ‘7’ PCR Settings
Sample T 1200 - 1600, + 11e7n
b’ Notes Snap-In 4 (blue)
Sample Vol 2 250- 950, % 251 0/255 characters used

Melt Settings:
Snap-in 4 (blue)

Wash Volume 1845 500, 25 ut

o Test Steps:
Neutralization Volume Snap-in 4 (blue)

DNase Heat Time
Result Logic

Worklist | | PCROnly | [RESSZDSNE | in

D e

Back

OGEGRIE

BD ? Log Out J‘ Unlock Door




PCR Setting Section Snap2

Run > Test Cditor > Ldit > ettings: Snap-In 2 (green)

Test Name: 350093CMAX  Extraction Type: [xK TNA-3  Master Mix Format: Dual Master Mix: Lyophilized MM with Rehydration Butter (Type 4)
Basic Information

m PCR Settings:

Snap-In 2 (green)

Melt Setting:

Snap-In 2 (green)

Test Steps:

Snap-In 2 (green)

PCR Settings

Snap-in 4 (blue)

Melt Settings:
Snap-in 4 (blue)

PCR Settings

Wavelength Threshold (Cross)

475/520

530/565

585/630

Send to LIS

630/665

6807715 KNasc I

Color Compensation

Wavelength 475/520 530/565

475/520

: s s

Test Steps:
Snap-In 4 (blue)

Result Logic

Excitation Channel

Norklist PCR Only t Editor [IRVSENY

out

Melt Settings Section Snap2

(4]

Run > lest kditor > Edit > Mclt Scttings: Snap In 2 (green)

Test Name: 350093CMAX  Extraction Type: ExK INA 2 Master Mix Format: Dual Master Mix: Lyophilized MM

Basic Information
Wavelength Melt Gain Sensitivi i =
PCR Settings:
475/520 Snap-In 2 (green)

530/565 edium [US—
Snap-In 2 (green)

Melt Settings

585/630

Test Steps:
5

630/665 Edit Melt Bins
/¢ LR nap-In 2 (green)

680/715 Edit Melt Bins PCR Settings:
—~— Snap-In 4 (blue)

Color Compensation

Melt Settings:
Snap-In 4 (blue)

False reveiving Channel
585/630

Wavelength

475/520 Test Steps

Snap-In 4 (blue)

Result Logic

530/565

585/630

630/665

Excitation Channel

680/715

&=
KN
[ KN |

Save Cancel
Back to Test List

Worklist pcr Only | [RESIZTONN | inventory

ST R - i oo || L8 cormn [ 2] o || G s




Test Steps Section Snap2

Run > Test [ditor > [dit > Test Steps: Snap-In 2 (green)

Test Name: 350093CMAX  Extraction Type: [xK TNA-3

Master Mix Format: Dual Master Mix: Lyophilized MM with Rehydration Butter (Type 4)

o e

Cycles:

lemp (°Q)

Profile Type: Cycles:

lemp (*Q)

profile Type: Cycles:

out

PCR Setting Section Snap4

(4]

Run > lest kditor > Edit > PCR Scttings: Snap In 4 (bluc)

PCR Settings
Wavelength

475/520

530/565

585/630

630/665

6807715

Test Name: 250093CMAX  Extraction Type: ExK INA 2

Color Compensation

Wavelength

475/520

530/565

585/630

630/665

Excitation Channel

680/715

475/520

Master Mix Format: Dual Master Mix: Lyophilized MM

Cancel

Basic Information

Melt Settings:
Snap-In 2 (green)
Test Step:
Snap-In 2 (green)

PCR Settine
s n 4 (blue)

Melt Settings:
Snap-in 4 (blue)

Test Steps:
Snap-In 4 (blue)

Result Logic

Norklist | | PCR Only

Send to LIS

False reveiving Channel
585/630 630/665

& -

&=
KN
[ KN |

Worklist PCR Only

A

Q2 | nventory

Basic Information
PCR Settings:
Snap-In 2 (green)

Melt Settings:
Snap-In 2 (green)

Test Steps:
Snap-In 2 (green)

PCR setting:
Snap-in 4 (blue)

Melt Settings:
Snap-In 4 (blue)

Test Steps:
Snap-In 4 (blue)

Result Logic

Back to Test List

Test Editor [JIIDRNNECH

SR R - ) i e || L8 comn | 2] oo || G v |



Melt Settings Section Snap4

Run > Test Cditor > [dit > Melt Settings: Snap-In 4 (blue)

Test Name: 350093CMAX  Extraction Type: [xK TNA-3  Master Mix Format: Dual Master Mix: Lyophilized MM with Rehydration Butter (Type 4)
. Basic Information
Melt Settings
ity

Wavelength Melt Gain Peak Direction Melt Bins R
PCR Settings:

= < Snap-In 2 (green)

= oo

Meit

585/630 s
Edit Melt Bins

630/665
n 4 (blue)

Color Compensation

|
:
B

Snap.

Melt setting:

630/665 nap-in 4 (blue)

Wavelength 475/520

Test Steps:
Snap-In 4 (blue)

Result Logic

Excitation Channel

Norklist PCR Only t Editor [IRVSENY

out

PCR Setting Section Snap4

(4]

Run > lest ditor > Edit > lest Steps: Snap In 4 (bluc)

Test Name: 350093CMAX  Extraction Type: ExK INA 2 Master Mix Format: Dual Master Mix: Lyophilized MM

Basic Information

Test Steps

PCR Settings:
Sn: 2 (green)

]

Cycles: Cycles:

Melt Settings:
Snap-In 2 (green)

Test Steps:
Snap-In 2 (green)

[ ]l

PCR Settings:
Snap-In 4 (blue)

N

Melt Settings:

Snap-In 4 (blue)

Test Step:
Snap-in 4 (blue)
Result Logic

Back to Test List

Worklist pcr Only | [RESIZTONN | inventory

SR R - ) i e || L8 comn | 2] oo || G v |



Result Logic Section

oo|e|loe

Test Name: 350093CMAX  Extraction Type: ExK TNA-3  Master Mix Format: Dual Master Mix: Lyophilized MM with Rehydration Buffer (Type 4)
Result Logic Steps Basic Information
Target: CoV N1 Target: CoV N2 m Target: | RNaseP1 m Targ: PCR Settings:
A e S Snap-in 2 (green)
e i Epplnimenli Moior i anpinditioily are 1 mpaimenlil o
Melt Settings:
Wavelength Snap-In 2 (green)

Wavelength Wavelength

680, Test Steps:
Snap-In 2 (green)

Cov N2 680,715 RNase P PCR (v

Cov N1

4757520 Cov N1 PCR [

Riase P PCR

RMase P PCR

PCR Settings:

Snap-In 4 (blue)

Melt Settings:
Snap-in 4 (blue)

Test Steps:
Snap-In 4 (blue)

E Result Logic

B

RNase P (680/715)
PcR

valid Valid

RN votd el

Valid Invalid

ol Invalid Valid

UNR e et Invalid e 2 et —

o

Run > Test Editor > Edit > Result Logic

——— Rehydration Buffer (Type 1)

Target: | RNasep?

Extraction Type: ExK TNA-3
Basic Information

Test Name: 350093CMAX
Result Logic Steps

Target: | CoV N2

PCR Settings:
Snap-In 2 (green)

Melt Settings:
Snap In 2 (green)

Wavelength

Wavelength
Cov N2 680/715 Rl 680/715 RNase P PCR [v

Test Steps:
Snap In 2 (green)

475/520 CoV N2 PCR

RNase P 475/520 CoV N1

PCR Settings:
Snap-In 4 (bluc)

Melt Settings:
Snap-in 4 (blue)

Test Steps:
Snap-in 4 (blue)

Edit Logic

v

--

Worklist rcronly | [RESENEE | inventory

Door

Target: RNaseP2

Note: Click on the scroll bar to scroll right.



7. Click <SAVE> after all information has been entered into the Test Editor. The UDP only needs to be created once, and steps
6 and 7 do not need to be repeated for subsequent runs.

8. Click on the Run tab, then Inventory. Enter the kit lot number for the BD MAX ExK TNA-3 (for lot traceability) by either scanning
the barcode with the scanner or by manual entry and then save.

Note: Repeat step 8 each time a new kit lot is used.

9. Navigate to the Worklist (RUN > WORKLIST). Using the pull down menu select the UDP previously created in Step 6
(example: 350093CMAX).

10. Enter the Sample Buffer Tube ID, Patient ID and Accession Number (if applicable) into the Worklist, either by scanning the
barcode with the scanner or by manual entry.

11. Select the appropriate kit lot number (found on the outer box) from the pull down menu.
12. Repeat Steps 9 to 11 for all remaining Sample Buffer Tubes.

13. Place the Sample Buffer Tubes into the BD MAX System Rack(s) corresponding to the Unitized Reagent Strips
previously assembled.

14. Place the required number of BD MAX PCR Cartridge(s) into the BD MAX System (refer to Figure 2).

— >

Figure 2: ) Cariiliges

15. Load rack(s) onto the BD MAX System (refer toggigu

o

Side A Side B
Figure 3: Load Rack(s) onto the BD MAX System

16. Close the BD MAX System lid and click <Start> to begin the processing.



QUALITY CONTROL

Quality control procedures monitor the performance of the assay. Laboratories must establish the number, type, and frequency of
testing of control materials according to guidelines or requirements of local, provincial, state, and federal and/or country regulations
or accreditation organizations in order to monitor the effectiveness of the entire analytical process. For general Quality Control
guidance, the user may wish to refer to CLSI MM3 and EP12."2

External Control materials are not provided by BD. External Positive and Negative Controls are not used by the BD MAX System
software for the purpose of sample test result interpretation. External Controls are treated as if they were patient samples. (Refer to
the table in the Results Interpretation section for the interpretation of External Control assay results.)

It is recommended that one (1) External Positive Control and one (1) External Negative Control be run at least daily until adequate
process validation is achieved on the BD MAX System in each laboratory setting. All test controls should be examined prior to
interpretation of patient results. If controls are not valid, the patient results cannot be interpreted. Reduced frequency of control
testing should be in accordance with applicable regulations.

The External Positive Control is intended to monitor for substantial reagent failure. The External Negative Control is intended to
detect reagent or environmental contamination (or carry-over) by target nucleic acids.

Various types of External Controls are recommended to allow the user to select the most appropriate for their laboratory quality
control program.

External Negative Control: A previously characterized sample known to be negative or an SBT wj
BD recommends that the External Negative Control be prepared prior to the External Positive &
for contamination as a result of control preparation.

External Positive Control: Commercially available control material from BioGX or other

e P external control added.

rial may be used.

For the preparation of External Control suspensions, it is recommended that RNA su the Sample Buffer
Tube (SBT) according to manufacturer’s instructions.

All External Controls should yield the expected results (positive for External Posi i xternal Negative Control).
An External Negative Control that yields a positive result is indicative of sa mination. An External
Positive Control that yields a negative result is indicative of a specimen hanfiing/prep m. Review the specimen

handling/preparation technique.

An External Control that yields an Unresolved, Indeterminate or Inc
System failure. Check the BD MAX System monitor for any error mess
BD MAX System User’s Manual® for interpretation of warning
unopened pouch or use a new assay kit.

RESULT INTERPRETATION
Results are available on the results tab in the Resu
interprets the test result when the SARS-CoV-2 Use
External Negative and Positive Controls

If the positive or negative controls are pro i and do not exhibit the expected performance as described in the Control
Interpretations table below, the assay /or executed improperly, or reagent or equipment malfunction could

ative of a reagent or a BD MAX
ystem Error Summary section of the
If the problem persists, use reagents from an

have occurred. In this case, invalid samples in that run.

The RNase P gene serves as b traction control (EC) and an internal amplification control (IAC). In the event that
both N1 and N2 region results a an RNase P result must be positive for the BD BioGX SARS-CoV-2 result to be a valid
negative result. When eithe| positive, the RNase P result is ignored.

improperly, or reage : n could have occurred. Invalidate the run and re-test.
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Table 1: External Control Interpretations

Expected Results
Control Type Used to Monitor BioGX “N1, RN_ase P” BioGX “N2, RN_ase P”
master mix master mix
N1 RNase P N2 RNase P
Known Negative
External Negative Sample Reagent and/or environmental
Contro? contamination and reagent failure NEG POS NEG POS
RNase P Positive  |including primer and probe integrity
Control
External Positive N1 and N2 Positive | Substantial reagent failure including POS NEG POS NEG
Control Control primer and probe integrity

Examination and Interpretation of Patient Specimen Results

Assessment of clinical specimen test results should be performed after the external positive
interpreted.

and re-test the

BioGX “N1, RNase P” BioGX “N2, RNase P”
master mix master mix .
Actions
N1 Target RNase P N2 Target RNase P

+ +/- + ive Report as Positive

+ +/- - Positive Report as Positive

+ +/- Positive Report as Positive

- + Positive Report as Positive
UNR - Positive Report as Positive
UNR - UNR Repeat Test®

- + UNR Repeat Test®
UNR - UNR Repeat Test®

- + Negative Report as Negative

2ln the absence of target detection in ix reactions, the external control (RNase P) must be detected in that master mix reaction in

order for the result to be valid.

ND INCOMPLETE RESULTS

, Unresolved (UNR), or Incomplete (INC) result is obtained a repeat test from the Patient Sample must
Procedure). If an External Control fails, repeat testing of all specimens conducted on the same day
ontrols (see Quality Control).

When an Indeterminate
be performed (see Repeat
using freshly prepared Externa

Unresolved Result

Unresolved results may be obtained in the event that specimen-associated inhibition or reagent failure prevents proper target

or RNase P amplification. Sample(s) can be repeated from the original Patient Sample. Uncap the BD MAX TNA-3 Sample Buffer
Tube and transfer (using a calibrated, variable pipette) 750 pL from the UVT/UTM specimen directly into the BD MAX TNA-3 Sample
Buffer Tube. Restart from the BD MAX System Operation section.

Indeterminate Result

Indeterminate results may be obtained in the event that a System failure occurs. Sample(s) can be repeated from the original
Patient Sample. Uncap the BD MAX TNA-3 Sample Buffer Tube and transfer (using a calibrated, variable pipette) 750 L from the
UVT/UTM specimen directly into the BD MAX TNA-3 Sample Buffer Tube. Restart from the BD MAX System Operation section.

Incomplete Result

Incomplete results may be obtained in the event that Specimen Preparation or the PCR did not reach its expected time points.
Sample(s) can be repeated from the original Patient Sample. Uncap the BD MAX TNA-3 Sample Buffer Tube and transfer (using a
calibrated, variable pipette) 750 pL from the UVT/UTM specimen directly into the BD MAX TNA-3 Sample Buffer Tube. Restart from
the BD MAX System Operation section.
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External Control Failure

External Controls should yield expected results when tested. If samples have to be repeated due to an incorrect External Control
result, the samples should be repeated from the original Patient Sample along with freshly prepared External Controls. Restart from
the BD MAX System Operation section.

LIMITATIONS OF THE PROCEDURE

are listed below, and are requir

BioGX SARS-CoV-2 Reagents for BD MAX System has been evaluated only for use in combination with the BD MAX TNA-3 kit
and BD MAX System.

Reliable results depend on proper sample collection, storage and handling procedures.

This test is intended to be used for the detection of SARS-CoV-2 RNA in nasopharyngeal and oropharyngeal swab samples
collected in BD Universal Viral Transport System (UVT) or Copan Universal Transport Media System (UTM). Testing of other
sample types may result in inaccurate results.

Nasopharyngeal wash/aspirates, nasal aspirates, and nasal/mid-turbinate nasal swabs (self-collected under supervision of
a healthcare provider or healthcare provider-collected) are additional acceptable upper respiratory specimens that can be
tested with BioGx SARS-CoV-2 Reagents for BD MAX System; however, performance with these specimen types have not
been determined.

Detection of SARS-CoV-2 RNA may be affected by sample collection methods, patient factors Laga
and/or stage of infection.

As with any molecular test, mutations within the target regions of SARS-CoV-2 could affg
in failure to detect the presence of virus.

Due to inherent differences between technologies, it is recommended that, prior
users perform method correlation studies in their laboratory to qualify technolo
between the results should not be expected due to aforementioned differen
own specific policies/procedures.

presence of symptoms),

specimens containing substances that may interfere with nucleic acid i
Good laboratory practices and careful adherence to the proced
necessary to avoid contamination of reagents.

For the BD MAX TNA extraction: Tobramycin at 1.1 x 103
have not been evaluated.

The effect of homeopathic medications for respirato

BioGX SARS-CoV-2 Reagent and BD MAX TN
administered influenza vaccine.

2 Reagents for BD MAX System, the relevant Conditions of Authorization
laboratories performing the EUA test.

*  Authorized laboratories* RS-CoV-2 Reagents for BD MAX System will include with result reports of the
BioGX SARS-Cq est, all authorized Fact Sheets. Under exigent circumstances, other appropriate
methods for digfemi ‘ eets may be used, which may include mass media.

GX SARS-CoV-2 Reagents for BD MAX System will perform the BioGX SARS-CoV-2
Reagents f0 q System as outlined in the BioGX SARS-CoV-2 Reagents for BD MAX System
Instructions fo . Dewatlons from the authorized procedures, including the authorized instruments, authorized extraction
methods, authori linical specimen types, authorized control materials, authorized ancillary reagents, and authorized
material required to {iform the BioGX SARS-CoV-2 Reagents for BD MAX System test are not permitted.

»  Authorized laboratories that receive the BioGX SARS-CoV-2 Reagents for BD MAX System test must notify the relevant
public health authorities of their intent to run the test prior to initiating testing.

*  Authorized laboratories using the BioGX SARS-CoV-2 Reagents for BD MAX System test will have a process in place for
reporting test results to healthcare providers and relevant public health authorities, as appropriate.

«  All laboratory personnel using the BioGX SARS-CoV-2 Reagents for BD MAX System test must be appropriately trained in
RT-PCR techniques and use appropriate laboratory and personal protective equipment when handling this kit, and use the
test in accordance with the authorized labeling.

*  Becton, Dickinson and Company, authorized distributors, and authorized laboratories using the BioGX SARS-CoV-2
Reagents for BD MAX System will ensure that any records associated with this EUA are maintained until otherwise notified
by FDA. Such records will be made available to FDA for inspection upon request.
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*  Authorized laboratories will collect information on the performance of the BioGX SARS-CoV-2 Reagents for BD MAX
System test and report to DMD/OHT7-OIR/OPEQ/ CDRH (via email: CDRH-EUA-Reporting@fda.hhs.gov) and Becton,
Dickinson and Company Customer Technical Support 1.800.638.8663 any suspected occurrence of false positive or false
negative results and significant deviations from the established performance characteristics of the BioGX SARS-CoV-2
Reagents for BD MAX System test of which they become aware.

* For ease of reference, the letter of authorization refers to, "Laboratories certified under the Clinical Laboratory Improvement Amendments of 1988
(CLIA), 42 U.S.C. §263a, to perform moderate and high complexity tests” as "authorized laboratories".

NON-CLINICAL PERFORMANCE EVALUATION

Limit of Detection (LoD)

LoD studies determine the lowest detectable concentration of the SARS-CoV-2 at which approximately 95% of all (true positive)
replicates test positive.

To determine the LoD, quantified genomic viral RNA from SARS-CoV-2, obtained from BEI Resources (Cat. No. NR-52285),

was serially diluted into pooled negative nasopharyngeal clinical matrix, a total of 5 concentrations levels, with 2-fold serial dilutions
between each level. Confirmation of the estimated LoD was performed with one reagent lot in replicates of 20 prepared in pooled
nasopharyngeal swab clinical matrix. The LoD is the lowest concentration (reported as genome equivalents/mL, GE/mL) of genomic
RNA from SARS-CoV-2 that can be reproducibly distinguished from negative samples 295% of the time. The LoD for the assay

is 40 GE/mL.

Table 3. LoD determination using genomic RNA from SARS-CoV-2 US

Concentration
(GE/mL)

RNA from strain Total Valid Results

SARS-CoV-2 \ RNase P N2 RNase P

SARS-CoV-2 USA
WA1/2020 40 20
(Stock 4.8e+07 GE/mL)

34.3 22.7

Reactivity/ Inclusivity
The nCoV N1 and nCoV N2 primers and probes utilized wij C -CoV-2 Reagents for BD MAX System are identical
eal-Time RT-PCR Diagnostic Panel.

all 111 available SARS-CoV-2 sequences in the NCBI
ealed 100% sequence identity (0 mismatches) across

nt database (Genbank) as of April 1, 2020. Multiple
the entire 72 base-pair region of the N1 primer/prob
identity (O mismatches) across the entire 67 base-pai primer/probe set with one exception. Sequence accession

f the N2 reverse primer.

In a separate analysis on April 9, 202045634 RS-Cov-2 genomes were retrieved from the GISAID EpiCoV database,
only including human isolates mark ultiple alignment of the N gene showed that 98.0% of the sequences
were a perfect match to the N1 p n, and 99.5% were a perfect match to the N2 primer set region.

All variants have a perfect matc i e N1 region or the N2 region primer set.

Cross-Reactivity
The nCoV N1 and nCq utilized within the BioGX SARS-CoV-2 Reagents for BD MAX System are identical
in sequence to thosg i
reported an in silico
for reference:

BLASTn analysis queries

sad probe sequences within their IFU (CDC-006-0019, Rev 02), and has been copied below

e 2019-nCoV rRT-PCR assays primers and probes were performed against public domain

nucleotide sequences. The G{abase search parameters were as follows: 1) The nucleotide collection consists of
GenBank+EMBL+DDBJ+PDB+RefSeq sequences, but excludes EST, STS, GSS, WGS, TSA, patent sequences as well as phase 0,
1, and 2 HTGS sequences and sequences longer than 100Mb; 2) The database is non-redundant. Identical sequences have been
merged into one entry, while preserving the accession, Gl, title and taxonomy information for each entry; 3) Database was updated
on 10/03/2019; 4) The search parameters automatically adjust for short input sequences and the expect threshold is 1000;

5) The match and mismatch scores are 1 and -3, respectively; 6) The penalty to create and extend a gap in an alignment is

5 and 2 respectively.

2019-nCoV_N1 Assay:

Probe sequence of 2019-nCoV rRT-PCR assay N1 showed high sequence homology with SARS coronavirus and Bat SARS-like
coronavirus genome. However, forward and reverse primers showed no sequence homology with SARS coronavirus and Bat
SARS-like coronavirus genome. Combining primers and probe, there is no significant homologies with human genome, other
coronaviruses or human microflora that would predict potential false positive rRT-PCR results.
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2019-nCoV_N2 Assay:

The forward primer sequence of 2019-nCoV rRT-PCR assay N2 showed high sequence homology to Bat SARS-like coronaviruses.
The reverse primer and probe sequences showed no significant homology with human genome, other coronaviruses or human
microflora. Combining primers and probe, there is no prediction of potential false positive rRT-PCR results.

In summary, the 2019-nCoV rRT-PCR assay N1 and N2, designed for the specific detection of 2019-nCoV, showed no significant

combined homologies with human genome, other coronaviruses, or human microflora that would predict potential false positive
rRT-PCR results.

CLINICAL EVALUATION

The performance of BioGx SARS-CoV-2 Reagents for BD MAX System with retrospective collected nasopharyngeal swab clinical
samples was evaluated using 30 individual negative clinical samples and 30 contrived positive clinical samples collected from
patients with signs and symptoms of an upper respiratory infection.

Clinical samples were collected by qualified personnel according to the package insert of the collection device. Samples were
handled as described in the package insert of the collection device and stored frozen until use.

Low positive and moderate positive contrived clinical samples were prepared by spiking quantified genomic RNA

(SARS-CoV-2 USA-WA1/2020 strain) into individual negative clinical matrix to approximately ~1-2x LoD (20 samples) and ~3-5x
LoD (10 samples), respectively.

All low positive and moderate positive samples were positive and all negative samples were neg background of individual
clinical sample matrix.

Table 4. Clinical evaluation with contrived nasopharyngeal swak

BioGX “N1, RNase P”, ‘N2, RNase P"
Agreement master mix master mix
Sample Total Valid with the
Concentration Results expected Mezin Ct: Mean Ct.score
results % Positive Y sitive
N2 RNase P
100 100
~1- a
1-2x LoD 19/20 19/19 (19/19°) (19/199) 33.7 23.0
~3-5x LoD 10 10/10 21.6 100 33.6 21.4
' (10/10) ' ’
) 0
Negative 30 30/30 225 (N/A) N/A 223
aDuring screening one retrospective nasopharyngeal swab G ¢ 0 8 an UNR for N1 and as a result was removed from data analysis.
FDA SARS-CoV-2 REFERENCE PANEL TESTING
The evaluation of sensitivity and MERS-CGO% ty was performed using reference material (T1), blinded samples, and a
standard protocol provided by the FD, y & h\a range-finding study and a confirmatory study for LoD. Blinded sample
testing was used to establish specifi i oD. The extraction method and instrument used were the BD MAX

System. The results are summ

mation result using the FDA SARS-CoV-2 reference panel

Specimen Type Product LoD Cross-Reactivity

SARS-Co 1,800 NDU/mL N/A

Nasopharyngeal matrix

MERS-CoV N/A ND

NDU/mL = RNA NAAT detectable units/mL
N/A = Not applicable
ND = Not detected

REFERENCES

1. Clinical and Laboratory Standards Institute. Protection of laboratory workers from occupationally acquired infections; Approved
Guideline. Document M29 (refer to the latest edition).

2. Centers for Disease Control and Prevention, and National Institutes of Health. Biosafety in microbiological and biomedical
laboratories. Chosewood L.C. and Wilson D.E. (eds) (2009). HHS Publication No. (CDC) 21-1112.

3. BD MAX System User’s Manual (refer to the latest revision) BD Life Sciences, Sparks, Maryland 21152 USA.
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Change History

Revision ‘ Date ‘ Change Summary

(03) 2020-04 Updates made to reflect FDA authorization.

Added additional BD MAX Sample Rack catalog numbers.

Clarified Instructions For Use.

Updated Result Interpretation, Limit of Detection, and Clinical
Evaluation information.

Added information on interfering substances.

Made typographical edits.

(04) 2020-05 Updated Intended Use and Limitations of the Procedure to include
details about nasal and mid-turbinate swabs.

Made minor clarifications to MAX System Operation, Quality Control,
and Result Interpretation.

In Quality Control section the definition of external negative control
was changed.

Table 1 was updated.
Reactivity/Inclusivity was updated.

(05) 2020-09 Added FDA SARS-CoV-2 Refere

esting section.
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superior de temperatura / Ulemivie temperatuuripiir / Limite supérieure de température / Gornja dozvoljena temperatura / Felsé hémérsékleti hatar / Limite superiore di
temperatura / TemnepatypaHblH pyKcaT eTinreH xoraprbl weri / %3 2% / Auksciausia laikymo temperatira / Aug$éja temperataras robeza / Hoogste temperatuurlimiet / @vre
temperaturgrense / Gérna granica temperatury / Limite maximo de temperatura / Limita maxima de temperatura / BepxHwii npegen Temnepatypsl / Horna hranica teploty / Gornja
granica temperature / Ovre temperaturgrans / Sicaklik Gst siniri / MakcumansHa temnepatypa / i /% - fi

Keep dry / MaseTe cyxo / Skladujte v suchém prostfedi / Opbevares tort / Trocklagern / ®uA&gre 1o oTeyvé / Mantener seco / Hoida kuivas / Conserver au sec / Drzati na suhom

| Széraz helyen tartando / Tenere all'asciutto / Kyprak kyiiHge ycta / 712 “3 el 7] / Laikykite sausai / Uzglabat sausu / Droog houden / Holdes tert / Przechowywac w stanie
suchym / Manter seco / A se feri de umezeald / He nonyckate nonaganus snaru / Uchovavajte v suchu / Drzite na suvom mestu / Forvaras torrt / Kuru bir sekilde muhafaza edin /
Bepertu Big Bonoru / i {45 T4

Collection time / Bpeme Ha cbbupane / Cas odbéru / Opsamlingstidspunkt / Entnahmeuhrzeit / Qpa guAloyrig / Hora de recogida / Kogumisaeg / Heure de prélévement / Sati
prikupljanja / Mintavétel idépontja / Ora di raccolta / XXunay yaksitsl / <=3 A1} / Paémimo laikas / Savaksanas laiks / Verzameltijd / Tid prevetaking / Godzina pobrania / Hora de
colheita / Ora colectérii / Bpemsi c6opa / Doba odberu / Vreme prikupljanja / Uppsamlingstid / Toplama zamani / Yac 3a6opy / A4} [

Peel / O6enere / Oteviete zde / Abn / Abziehen / ATrokoAAfoTe / Desprender / Koorida / Décoller / Otvoriti skini / Huzza le / Staccare / ¥cTiuri kabaTbiH anein Tacta / H17] 7] / Plésti
&ia / Atiimét / Schillen / Trekk av / Oderwac / Destacar / Se dezlipeste / Otkneuts / Odtrhnite / Oljustiti / Dra isér / Ayirma / Bigkneitu / #fi

Perforation / Mepdopaums / Perforace / Perforering / Aiatpnon / Perforacion / Perforatsioon / Perforacija / Perforalas / Perforazione / Tecik Tecy / %5141 / Perforacija / Perforacija /
Perforatie / Perforacja / Perfuracéo / Perforare / Mepdopauusi / Perforacia / Perforasyon / Mepdopauis / % 4L
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Do not use if package damaged / He nanonseaiite, ako onakoskata e noepeaeHa / Nepouzivejte, je-li obal poskozeny / Ma ikke anvendes hvis emballagen er beskadiget / Inhal
beschadigter Packungnicht verwenden / Mn xpnoipoTroieite €dv n ouokeuaoia €xel utrooTei {nuid. / No usar si el paquete esta dafiado / Mitte kasutada, kui pakend on kahjustatud
/ Ne pas ['utiliser si I'emballage est endommagé / Ne koristiti ako je o$te¢eno pakiranje / Ne haszndlja, ha a csomagolas sériilt / Non usare se la confezione & danneggiata

| Erep naket 6yabinfaH 6onca, naipanan6a / 7 71 2| 7} =45 72 9- A8 24| / Jei pakuoté paZeista, nenaudoti / Nelietot, ja iepakojums bojats / Niet gebruiken indien de
verpakking beschadigd is / Ma ikke brukes hvis pakke er skadet / Nie uzywad, jesli opakowanie jest uszkodzone / Nao usar se a embalagem estiver danificada / A nu se folosi
daca pachetul este deteriorat / He ucnons3sosats npu nospexaexuu ynakosku / Nepouzivajte, ak je obal poskodeny / Ne koristite ako je pakovanje oStec¢eno / Anvand ej om
férpackningen ar skadad / Ambalaj hasar gérmiisse kullanmayin / He BukopucToByBaTy 3a nowkomkeHoi ynakosku / A AL IR, 1752018 f

Keep away from heat / Ma3sete ot Tonnuxa / Nevystavujte priliSnému teplu / Ma ikke udseettes for varme / Vor Warme schiitzen / KpatioTe 1o pakpid atré 1n 8eppotnta / Mantener
alejado de fuentes de calor / Hoida eemal valgusest / Protéger de la chaleur / Drzati dalje od izvora topline / Ovja a melegtél / Tenere lontano dal calore / CankbiH xepae cakta

1 A& F)&l|ok g / Laikyti atokiau nuo Silumos Saltiniy / Sargat no karstuma / Beschermen tegen warmte / Ma ikke utsettes for varme / Przechowywac z dala od zrodet ciepta /
Manter ao abrlgo do calor / A se feri de caldura / He narpeeatb / Uchovavajte mimo zdroja tepla / Drzite dalje od toplote / Far ej utsattas for varme / Isidan uzak tutun / Bepertu Big
A Tenna / iz B AR

Cut / Cpexere / Odstfihnéte / Klip / Schneiden / Kowre / Cortar / Léigata / Découper / Rezi / Vagja ki / Tagliare / Kecinia / Z-2ku] 7] / Kirpti / Nogriezt / Knippen / Kutt / Odcia¢ /
Cortar / Decupati / Otpesats / Odstrihnite / Ise¢i / Klipp / Kesme / Poapizatu / 5§

Collection date / [lata Ha cb6upaHe / Datum odbéru / Opsamlingsdato / Entnahmedatum / Huepounvia ouhAoyrg / Fecha de recogida / Kogumiskuupaev / Date de prélévement /
Dani prikupljanja / Mintavétel datuma / Data di raccolta / XXunaraH TisGekyHi / 53] ‘&% / Paémimo data / Savaks$anas datums / Verzameldatum / Dato prevetaking / Data pobrania
/ Data de colheita / Data colectarii / [lata c6opa / Datum odberu / Datum prikupljanja / Uppsamlingsdatum / Toplama tarihi / [ata 3a6opy / %4 H 1

pl/test / pLitect / pLiTest / pLie§étaon / pLiprueba / pliteszt / nL/E| 2~ E [ mkn/tect / pLityrimas / pL/parbaude / ulL/teste / mxkn/anania / 1L/l

Keep away from light / Ma3zeTe ot ceetnuHa / Nevystavujte svétlu / Ma ikke udseettes for lys / Vor Licht schiitzen / KpatioTe 1o pakpid améd 1o ewg / Mantener alejado de la luz /
Hoida eemal valgusest / Conserver a I'abri de la lumiére / Drzati dalje od svjetla / Fény nem érheti / Tenere al riparo dalla luce / KapaHfblnaHraH xepae yera / W& v &|of g/
Laikyti atokiau nuo Silumos $altiniy / Sargat no gaismas / Niet blootstellen aan zonlicht / Ma ikke utsettes for lys / Przechowywa¢ zrodet $wiatta / Manter ao abrigo da luz /

Feriti de lumina / XpaHuTb B TemHoTe / Uchovavajte mimo dosahu svetla / Drzite dalje od svetlosti / Far e] utsattas for ljus / | BeperTu Big Aii ceitna / 1§ i 564k
Hydrogen gas generated / O6pasysaH e Bogopoa ras / Moznost tniku plynného vodiku / Frembringer hydrogengas / Wasg oupyia agpiou udpoydvou /
Produccion de gas de hidrégeno / Vesinikgaasi tekitatud / Produit de 'hydrogéne gazeux / Sadrzi hydrogen vodik / Hidr€ 4 j bne di gas idrogeno / Mastektec
cyTeri nanga Gonasl / =4 7k~ A3 % / I3skiria vandenilio dujas / Rodas adenradis / Waterstofgas gegenereerd / Hydrog uje powstawanie wodoru /
Produgéo de gas de hidrogénio / Generare gaz de hidrogen / Beigenenue sogopoaa / Vyrobené pouzitim vodika, d vatgas / Agiga cikan hidrojen

gazi / Peakujs 3 BuaineHHam BoaHio / 4577 4T
Patient ID number / N[ Homep Ha nauuenTa / ID pacienta / Patientens ID-nummer / Patienten-ID / ApiBuo 0 0 e e ID del paciente / Patsiendi ID

WaeHTudukaumroHHbIi Homep nauvenTa / Identifikacné islo pacienta / ID broj pacijenta / Patientnghmer HTUdikaTop nauieHTa / B il

Fragile, Handle with Care / Yynnueo, PaGoTeTe ¢ HeobxoaumoTo BHUMaHwe. / Kiehké. Pfi manip , kan ga i stykker. / Zerbrechlich, vorsichtig
handhaben. / EG8paucTo. XeipioTeite 1o pe TTpoooxn. / Fragil. Manipular con cuidado. / Orn, kasi e ettevaatlik i anipuler avec précaution. / Lomljivo, rukujte
pazljivo. / Térékeny! Ovatosan kezelendd. / Fragile, maneggiare con cura. / CbiHfbil, abaiinan n 1< = €] / Trapu, elkités atsargiai. / Trausls;
rikoties uzmanigi / Breekbaar, voorzichtig behandelen. / @mtalig, handter forsiktig. / Ki ¢, przenosic¢ ostro. . | Fragil, Manuseie com Cuidado. / Fragil, manipulati
cu atentie. / Xpynkoe! O6palyartbcs ¢ octopoxHocTblo. / Krehké, vyZaduje sa opatrna m: its paZljivo. / Brackligt. Hantera forsiktigt. / Kolay Kirilir, Dikkatli
Taslyin. / TenaitHa, 3Beptatucs 3 o6epexHicTio / HifiE, /N

sed practitioner.” / S’applique uniquement aux Etats-Unis: “Caution: Federal
i: “Caution: Federal Law restricts this device to sale by or on the order of a
rder of a licensed practitioner.” / Sélo se aplica a los EE.UU.: “Caution:

This only applies to US: “Caution: Federal Law restricts this device to sale b
Law restricts this device to sale by or on the order of a licensed practitiol
licensed practitioner.” / Gilt nur fiir die USA: “Caution: Federal Law restyj
Federal Law restricts this device to sale by or on the order of a license(

bd.com/e-labeling

& BD

Technical Information: In the United States contact BD Technical Service and Support at 1.800.638.8663 or bd.com.

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

BD, the BD Logo, ExK, and MAX are trademarks of Becton, Dickinson and Company or its affiliates. All other trademarks are the
property of their respective owners. © 2020 BD. All rights reserved.
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