&% OMNIgENe-GUT Dx OMD-200

~

Reduce validation time, experimental bias and
failed collections by leveraging the only validated
and FDA-authorized device for in vitro diagnostic use. -

OMNIgene®-GUT Dx is setting the standard in collection, homogenization and O
stabilization of fecal bacterial DNA for microbiome-based diagnostic applications.

Adopting a standardized
and fully validated collection
method creates workflow
consistency and enables
transferability across
laboratories and projects.
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Standardization High validity Scalability
~~] FDADe Novo Volumetric sample Homogenization and Barcode tracking to improve
authorized input to improve stabilization to ensure workflow efficiencies and
reproducibility. reliable results. sample traceability.

A microbiome benchmark for reproducibility, reliability and efficiency.

For the collection of bacterial DNA DNA Genotek Inc. Toll-free (North America): 1.866.813.6354 D NA e n OTe K®
from human fecal samples 3000 - 500 Palladium Drive Tel: +1.613.723.5757 - Fax: +1.613.723.5057
P Ottawa, ON, Canada K2V 1C2 www.dnagenotek.com
Subsidiary of OraSure Technologies, Inc. info@dnagenotek.com
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Accurate profile, from time of collection to DNA extraction

Neutrality A true snapshot

Fresh vs. OMNIgene®GUT Dx

Stability (30 days)

OMNIgene®GUT Dx (room temperature)
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. W Enterobacteriaceae and OMNIgene-GUT Dx (Dx) at time of collection
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Specifications and attributes’

Fecal sample collected per kit (median) 545 mg Packaged product:

Number of extractions per kit (250 pL per extraction) 8 Dlmenswons: 242 cmx10.2.cm
Weight: 25.96 g

DNA yield per 250 pL extraction (median) 8.1 ug

Freeze-thaw and temperature fluctuation stability -20°C to +30°C Co!lectmn device:
Height: 118.9 mm

Validated with guanidinium-based extraction kits v Tube height: 92.5 mm

v Tube diameter: 1525 mm

Validated with liquefaction reagent OM-LQR
Cap diameter: 18 mm

Microbiome profile stability at room temperature 30 days

Validated with metagenomic WGS assay v Storage conditions:
Pre-collection:

Suitable for long-term storage and biobanking? v 15°C t0 25°C (59°F to 77°F)

Barcoded for full sample traceability (128C and 2D) v

Maximize compliance and minimize failed collections
A validated collection method combining an intuitive design and clear concise instructions drives

cost reduction and time saving through a higher percentage of successful sample collections.

Comprehension and execution*

Collection instructions

94.09 Pouch and U
Successfully understood and performed critical steps’ 4.0% collection instructions €3 owwigene:suT
Collection results (extracted DNA per 250 pl aliquot) auagenoTel i

99.9%
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Successfully provided more than 120 ng of DNA'

*Validation study on a subset of 118 naive users representing the general population.
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Collection instructions

=4

Solid

(Bristol type 1-5)

Liquid

(Bristol type 6-7)

g 1 spoonful
only

$—

A~

Cr —~

Fe

For full collection instructions,
visit www.dnagenotek.com
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OMD-200

Spoon and spatula

Your partner in streamlining your assay development and standardizing your workflow.

" Product handbook for OMD-200. DNA Genotek. PD-HB-00023 (2022)

2 DNA Genotek, internal validation

Some DNA Genotek products may not be available in all geographic regions.

OMNIgene-GUT Dx (OMD-200) has been granted FDA De Novo classification for in vitro diagnostic use (DEN200040).

OMNIgene and DNA Genotek are registered trademarks of DNA Genotek Inc. All other brands and names contained herein are the property of their respective owners.

FDA De Novo

authorized

Superior samples « Proven performance
For the collection of bacterial DNA

Patent (www.dnagenotek.com/legalnotices) PD-BR-00381 Issue 1/2022-02
from human fecal samples

© 2022 DNA Genotek Inc,, a subsidiary of OraSure Technologies, Inc, all rights reserved.
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