dedis

Leiden, December 22, 2015

Ourref. :15M0006
Re. : ADVISORY NOTICE: Important notificatron tousers of Medfs' Qivus® 2.0, 2.1,2.2and 3.0

Dear Customer,

Medis Is dedicated to Improving the quality of its products and to providing adequate services to its
customers. Recently, we found that there is alack of clarity with respect to the use of soma of the Qlvus
modules in clinical practica. We thereforewould like to re-inform all users of the Qlvus versions 2.0, 2.1,
2.2, and 3.0 of the limitations of Qlvus.

The statement about the limltations of "research use only" modules in Qlvus (Map module, VH
module, TVC module and OCT module) In the Usar Manual might be confusing. None ofthese

modules are claared for clinlcal purposas anywhare In the world. They are Intandad for research
purposas only, exact wording should raad:

"The IMap™,V, TVC Chemogram™ and OCT modules of Qlvus are Intended for research use
only and are not to be used for .clinical purposes".

We would kindly lika to ask you to confirm that the Information above has been recelved and

communlcated to the staff working with Qlvus. Further, we appreclate feedback onthe current
purposes of use of Qlvus In your faclllty.

If you have any questions with respect to this notificatlon, you can contact the Medis support desk by
mail (suoport@medis|l | or by telephone (North America and South America: +1 919 278 7888, ether
countries: +31(0)7152 3244).
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