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lllumina’s First FDA Cleared In-Vitro Diagnostic Device

» The BeadXpress System is an FDA 510(k) cleared In-Vitro Diagnostic

Device

» FDA Cleared BeadXpress System includes:

— BeadXpress Reader
— VeraScan Software

» The Intended Use Statement:

— The BeadXpress® System is an In-Vitro Diagnostic
Device intended for the simultaneous detection
of multiple analytes in a DNA sample utilizing
VeraCode holographic microbead technology.
The BeadXpress System consists of the
BeadXpress Reader and VeraScan software.
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VeraCode ® Holographic Microbead Technology

Cylindrical glass microbeads

240 ym length x 28 ym diameter
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BeadXpress™ Reader: Specifications

SAMPLE DELIVERY FORMAT » Standard 96-well plate & 8-well strip plates

MULTIPLEXING PER SINGLE WELL ISR {oRtle?4!

DETECTION ~Optional 1 or 2 color detection

THROUGHPUT » 120 samples/hr at 10-plex
» 80 samples/hr at 96-plex
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Analyzer for Multiple Applications
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BeadXpress Reader
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VeraCode Bead Loading & Alignment

CAPILLARY FORCE ATTRACTS
BEADS INTO GROOVES
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Code Detection
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VeraScan 2.0 — System Operation to Report
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Optional off-line
analysis and review
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Enabling Clinical Early Adopter
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Enabling Diagnostic Partners

(fp\l
(- | ) Signed agreements with EraGen:
ErAGEN'

BIOSCIENCES

raGen potential transfer menu includes:

CFTR, Factor II/V, MTHFR Reduced labor costs
Respiratory Viral Panel Faster turnaround
CYP2C9 & VKORC1 Enables further menu expansion

in infectious disease

BeadXpress 510(k) Clearance Removes a Significant Hurdle
for development of diagnostic tests by Partners
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EraGen Workflow on BeadXpress

MultiCode®-PLx System

Single Well - Three Step — Three Hour Process

1. PCR 2. TSE

= Target Specific Extension
» Specific MultiCode Labeling
* MultiCode Tags for Capture
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3. Capture Applications

* Mutation Detection
* Infectious Disease Testing
+ Genotyping

Advantages
§
% rrrrrrrrrr N | + Highly Multiplexed
a + No Washes or Transfers

+ Single Well Multiplexing
*» 3 Hours Run Time

C

EraGEN

BIOSCIENCES
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Multiplex Assay Workflow Comparison Automation Fr|end|y

EraGen Workflow Analysis

RXN 20 yL Master
Mix 0:05
Setup 10 uL Sampl
Prep Transfers =0 ML Sample
ILMN Washes =0
(EraGen) Filtration =0
Labor (hrs) =0.25 PCR Amplify and 1:30
Label '
Prep Transfers =1
Washes =1 50 pL
Third Wave Filtration =0 Hyb Hybridization 0:05
Labor (hrs) =3 Setup Buffer '
30 pL Reaction
- Room
Hybridiz
Prep Transfers =1 at¥0n Temperature @ 0:15
Luminex V\_/ash_es f ! 850 RPM
(TmBio) Filtration =1
Labor (hrs) =
BeadXp Read Full Plate 0-40
ress (96 Samples) i
96 Clinical Specimens
Total Assay Time: 2:35
*Workflows start from extracted DNA
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Molecular Diagnostic Market Segments
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A Paradigm Shift in Microbiology

@ Culture-based - ID :> Molecular - 1D

@ Advantages of Molecular - ID:
— Speed
— Wide range of detectable organisms (viruses, fungi, bacteria,
etc.)

— Enhanced test Sensitivity & Specificity
— Resistance marker detection (e.g. MRSA)

— Epidemiologic: genotyping of outbreak strains (e.g Flu A H1N1
2009)
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Advantages of Multiplexed Molecular Panels

@ Increase Productivity

= A med tech may increase output without a need to work more or
longer days

© Decrease Costs
= Reagent costs per analyte is lower for multiplex vs. singleplexus



Challenges in Microbiology

Bacterial infections _ .
Bacterial meningitis ye infections

Streptococcus pneumoniae - Staphylococcus aureus
- Nai;;eﬁa mem‘ﬁ iticlis - Neisseria gonorthosae
mamng - Chlamydia trachomatis
- Haemophilus influenzae o
- Streptococcus agalactiae Sinusitis
- Listeria monocytogenes - Streptococcus pneumoniae
- Haemophilus influenzae

Otitis media

- Streptococcus pneumoniae Upper respiratory tract
infection

Pneumonia - Streptococcus pyogenes

Community-acquired: - Haemophilus influenzae

- Streptococcus pneumoniae
- Haemophilus influenzae
- Staphylococcus aureus
Atypical:

Gastritis
- Helicobacter pylori

Food poisoning

- Mycoplasma pneumoniae - Campylobacter jejuni
- Chlamydia pneumoniae - Salmonelia
- Legionella pneumophila ; ‘ - Shigella
Tuberculosis r - Clostridium
- Mycobacterium " - Staphylococcus
tuberculosis - aureus
oy =4 - Escherichia coli
. . Sexually transmitted

i G EROnS diseases Urinary tract infections
- Staphylocaccus aureus - Chlamydia trachomatis - Escherichia coli
) gfnep ;UCGCCUE pyogenes - Neisseria gonorrhoeae - Other Enterobacteriaceae
- seldomonas aeruginosa_ rieponema pallidum - Staphylococcus

- Ureaplasma urealyticum saprophyticus

- Haemophilus ducreyi - Pseudomonas aeruginosa
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Comparison: PCR Testing
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Summary

© The 510 (K) FDA — Cleared BeadXpress System is an ideal
platform for multiplexed infectious diseases testing.

© Multiplexing enhances workflow efficiency and reduce lab
costs.

© Multiplexing allows the testing of common and rare infectious
organisms on a more routine basis.
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Questions?
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