CareStart™  COVID-19 Rapid Antigen

The Ultimate POC Test With Reliable Results Within Minutes EUA

AUTHORIZED

Dueio the highly contagious nature and global health
crises, SARS-CoV-2 has been designated as a
pandemic by the World Health Organization (WHOQO)
and continues to have devastating impacts on
healthcare systems and the world

economy including the U.S. To effectively end the
SARS-CoV-2 pandemic, systematic screening and
detection of both clinical and asymptomatic COVID-19
cases is critical. Particularly, the identification of
subclinical or asymptematic cases is important to
reduwt,opth_ginfction beeause these individuals
may transmit the virusy As ap.intended point-of-care

(POC) designated test with'@ 10 min processing time,
CareStart™ COVID-19 Antigen Tést allows effective
screening of COVID-19infection on a large scale.

Features
Lateral flow assay

No equipment required

Rapid results within 10 minutes

Minimally invasive specimen collection (nasopharyngeal swabs)

Intended at POC setting (i.e., in patient care settings) by medical professionals

Clinical Features
7 Detect SARS-CoV-2 nucleocapsid protein antigen with ultra high performance
acute infection with 88.4% sensitivity and 100% specifici
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CareStart™ COVID-19 GLOBAL PANDEMIC TOTAL SOLUTION

Test Antibody IgM/IgG

Viral Detection X v v

Rapid Screening v X v

Sample Blood Swab Swab
Syl:na;lir::]s; with COVID-19 Y, Y, Y,
Syl:na;iir::]ss with other Y, X Y,

Patients without symptoms v X v

Turn Around Time Minutes Hours to Days Minutes



CareStartt™™M COVID-19 TOTAL SOLUTION BY ACCESS BIO INC.

RECOMMENDED
TEST TEST WINDOW
PRODUCTS SAMPLE TEST TIME INSTRUMENT TEST PLACE (INFECTION DAYS)
average 3 hrsto RT-PCR 0O 7 14 21 39
RNA Detection Kit Swab process and il High Complexity Labs
EUA granted days for result /T
: Moderate and High
Antigen : . O 7 14 21 39
Detecﬁon Kit Swab 10 mins NOT REQUIRED Complexity Labs,
EUA granted Point-of-Care ]
Antigen | Moderate and high 0 7 14 21 39
Detection Kit Blood 10 mins NOT REQUIRED Complexity Labs,
Point-of-Care to come [

EUA granted



CareStart™ COVID-19 ANTIGEN RAPID TESTS

CareStart™

C#VID-19
ANTIGEN

Rapid Diagnostic Test for the Detection
of SARS-CoV-2 Antigen

= For in witro diagnostic use only
= For prescription use only
= FDA Emergency Use Authorization (EUA) Pending

Features

>

>

>

|dentify individual’s current infection status to COVID-19
Fast and easy to use in Point-of-Care setting

Qualitatively detect the SARS-CoV-2 nucleocapsid protein
Use nasopharyngeal (NP) swab specimens

Reliable results only in 10 minutes

No special equipment or training required

All-in-one package including collection swabs

High sensitivity (88.4%) and specificity (100%)

Kit Components

>

>

>

20 test devices

20 extraction vials and caps

20 NP swabs

1 positive and 1 negative controls
Package insert

Quick reference Instructions (QRI)



CareStart™ COVID-19 ANTIGEN RAPID TEST

Nasopharyngeal (NP) Swab Collection

1

3

Remove a swab from the pouch.

Slowly rotate 5 times the swab over
the surface of the posterior
nasopharynx.

Place the swab into one of patient's
nostrils until it reaches the posterior
nasopharynx.

Remove the swab fromthe
nostril.

>

Nasopharyngeal is the CDC
recommendation for an upper respiratory
specimen collection and testing.

However, other acceptable collection
methods such as anterior nares (nasal) is
being evaluated because of its less complex
and minimal invasive nature. Nasal
specimen can be collected by home or
supervised onsite self-collection using a
flocked or spun polyester swab



CareStart™ COVID-19 ANTIGEN RAPID TEST ‘
Test Procedure

l PUSH FIRMLY

L
PEEL OFF
CLICK ! <
Remove the swab by rotating
5 Peel off alumi foil seal Place the swab into theextraction 7 against the extraction vial while 8 Close the vial by pushing the cap
eelott aluminum ol seal vial. Rotate the swab vigorously squeezing the sides of the vial to firmly onto thevial.
at least 5times. release the liquid from the swab.
Properly discard the swab.
_ =
pra Result Interpretation
Start the timer ~ jgeovioto
SARS-CoV-2 Positive Negative Invalid
_a /
900 —_ C o C | C — C C C
/ \ 10 min 1’ =T | T T —T | T
Readtheresut &~
: NOTES NOTES
. . at 10 minutes. - = - The color intensity in the test region will vary - Re-run the test one time using
) oo Invert the extraction vial and The test resultshould 6x3 depending on the amount of SARS-CoV-2 the remaining specimen in
Mix thoroughly byfllcklng 1 hold the sample vertically not be readafter inti%e_n E)reslentcijr}th? s),amtp;]Ie.t ¢ region(s) the extraction vial.
. - ANy 1aint colorea line(s) In the test region(s
the bottom of the tube. above the Sample well. 15 minutes. shzuld be considered as positive. °

Squeeze the vial gently.Allow
three (3) drops of sample to
fall intothe sample well.



ANALYTICAL SPECIFICITY FOR IgM/IgG RAPID TESTS

Cross-reactivity

Viruses listed below are confirmed not to have cross- Bacteria listed below are confirmed not to have interference
reactivity with CareStarffM COVID-19Antigen. with CareStarf'™™ COVID-19 Antigen.

Adenovirus 1

Adenovirus 7

Enterovirus 71, Tainan/4643/1998
Human coronavirus (OC43)
Human coronavirus (229E)
Human coronavirus (NL63)
Human metapneumovirus (hMPV)
Influenza A/Michigan/45/2015
Influenza B/Wisconsin/01/2010
MERS-Coronavirus, Irradiated Lysate
Parainfluenza virus type 1
Parainfluenza virus type 2
Parainfluenza virus type 3
Parainfluenza virus type 4
Respiratory syncytial virus type B
Rhinovirus

Pooled human nasal wash

Bodetella pertussis
Candida albicans
Chlamydophila pneumoniae
Haemophilus influenzae
Legionella pneumophila
Mycoplasma pneumoniae
Streptococcus pneumoniae
Streptococcus pyogenes, Group A
Acetaminophen

Acetyl salicylic acid
Beclomethasone
Benzocaine

Budesonide
Chlorpheniramine maleate
Dexamethasone
Dextromethorphan HBr
Diphenhydramine HCI
Ephedrine HCI

Flunisolide



ANALYTICAL SPECIFICITY FOR IgM/IgG RAPID TESTS

Endogenous Interference Substances Studies:

Interfering substances listed below are confirmed not to have interference with CareStart™ COVID-19 Antigen.

~ Acetaminophen > Mometasone

~  Acetyl salicylic acid » Mucin

~  Beclomethasone » Mupirocin

»  Benzocaine > OTC Throat drop (Halls)

» Budesonide > OTC Throat drop (Ricola)
> Chlorpheniramine maleate » OTC Nasal spray (Afrin)

»  Dexamethasone > OTC Nasal spray (VicksSinex)
>~ Dextromethorphan HBr » OTC Nasal spray (Zicam)
»  Diphenhydramine HCI » Oxymetazoline HCI

>~ Ephedrine HCI >~ Phenylephrine HCI

» Flunisolide » Phenylpropanolamine

> Fluticasone >~ Tobramycin

~ Guaiacol Glyceryl Ether  Triamcinolone

- Histamine Dihydrochloride ~ Whole Blood

> Menthol - Zanamivir



COVID-19 ANTIGEN CLINICAL PERFORMANCE

CareStart™ COVID-19 Antigen (retrospective samples) Against Comparator PCR Method with Nasopharyngeal Swabs

CareStart™ COVID-19 Antigen

PCR Comparator

Positive Negative Total
Positive 38 0 38
Negative 5 63 68
Total 43 63 106

Positive Percent Agreement (PPA)

88.4% (95% Cl: 75.52% - 94.93%)

Negative Percent Agreement (NPA)

100% (95% Cl: 94.25% - 100%)

CareStart™ COVID-19 Antigen (near cut-off samples) Against Comparator PCR Method with Nasopharyngeal Swabs

Samples Overall % Agreement

True negative (zero analytes)

Low positive (2x LoD)

100% (10/10)
100% (10/10)



COVID-19 ANTIGEN TEST COMPARISON

Test Access Bio Becton Dickinson Quidel*
Technique Latergl flow Later.allflow | Lateral flow
chromatographic immunoassay chromatographicimmunoassay iImmunofluorescent
Instrument No Veritor Plus Analyzer ($400) Sofia 2 Analyzer ($3,000)
Preparation Time None None Yes (Sofia calibration)
Known Cross Reactivity No No SARS-CoV-1
Processing time 10 minutes 15 minutes 15 minutes
Clinical Sensitivity 88.4% 84% Claimed 94.6%/ Reported 32%
Clinical Specificity 100% 100% 100%
Specimen Type Nasopharygeal swabs Nasal swabs Nassapzjlrys/gvealilsand
Analytical Sensitivity (LOD) 8x102 TCIDso/mL 1.4x102 TCIDso/mL 3.4x102 TCIDso/mL
Point-of-Care Yes Yes Yes
Target Nucleocapsid antigen Nucleocapsid antigen Nucleocapsid antigen

* A rapid test made by Quidel could only detect 32 percent of positive COVID-19 cases that were identified by a slower, lab-based
test, according to a study conducted by researchers at the University of Arizona, The New York Times reported. Nov 3, 2020




COVID-19 ANTIGEN TEST PACKAGE INFORMATION

(O CareStart™ COVID-19 ANTIGEN TEST Package Information

**KIT BOX DIMENSION: 6 x 8.75 x 3", 0.32kg per box
**CASE DEMENSION 24 x 20 x 14, 12.00kg per box






