DNAQEnoTeK

Product change notification

Products affected: o oRAcollect-Dx

Product SKU: OCD-100 and OCD-100A
Description: ORAcollecteDx

Effective date of change: May 2021

Change description: ORAcollectsDx devices are currently packaged with an English only,
folded instructions for use (IFU). The IFU is transitioning to a multi-language, multi-panel format.

Product images:

Current English IFU New 18-language IFU
(PD-PR-00380 and PD-PR-00506) (PD-PR-00949 and PD-PR-01123)

Folded dimension: Folded dimension:
8.5" wide x 3.66" high 2.125"wide x 4.1875" high

Reason for change: We are transitioning to a multi-language IFU to support customers who are using
these products in the European Union and require compliance with the European Union Medical Device
Regulation (EU MDR).

Customer action: No action is required.

Contact your DNA Genotek account manager or email info@dnagenotek.com if you have any issues
or concerns pertaining to this product change notification.
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