DNAgEnoTeK’

Product change notification

Product affected: Q ORAgEene-DISCOVER and Q ORAgene-Dx

Catalog number/SKU: OGD-500, OGD-510, OGD-600, OGD-610, OGR-500, OGR-600, OGR-575, OGR-675
Effective date of change: November 1, 2024

Change description:

The Oragene™-DISCOVER (OGR-500, OGR-600, OGR-575, OGR-675) and Oragene™-Dx (OGD-500, OGD-510,
0OGD-600, OGD-610) devices will undergo labeling changes. Printing will be removed from the underside of the
primary package label to increase manufacturing efficiencies enabling DNA Genotek to respond to increased
product demand. All of the required regulatory and product information still appears on the product labeling;
however, the information may be found in different areas of the product labeling (e.g., instructions for use.)
You may receive orders with the current labeling until inventory becomes depleted.

An example of the changes to labeling is provided below.
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Current primary package label (underside) New primary package label (underside)

Do NOT eat, drink, smoke or chew gum for 30 minutes before giving your saliva sample.
Do NOT remove plastic film from funnel lid.
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1 Spituntiltheamount 2 Closelidtightlyby 3 Unscrewthe funnel 4 Use small capto 5 Shake the capped
of saliva (not bubbles)  pushing down hard from the tube. close tube tightly. tube for 5 seconds.
reaches the fil line. on the funnel lid until

you hear aloud click

Fill line

Wash with water ifstabilizing liquid comes in contact with eyes or skin. Do NOT ingest.
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Customer action: No actions are required for Oragene™ products in your inventory, in distribution or in
use, as there is no impact to product intended use, safety, performance, or regulatory compliance.

Contact info@dnagenotek.com if you have any issues or concerns pertaining to this product change
notification.
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