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Withdrawal of AFLUNOV® - EMEA/H/C/804

Dear Dr. Abadie,

We would like to inform you that, at this point in time, Novartis Vacci’nes has taken
the decision to withdraw the application for Marketing Authorisation of AFLUNOV®,

‘which was intended to be used for active pre—pandemlc unmumzatlon against avian
- H5N1 subtype of Influenza A virus,

This withdrawal is based on the need for additional clinical data in order to achieve the
size of the clinical database as required by the pre-pandemic guideline _
(EMEA/CHMP/VWP/263499/2006). The timeframe provided by the centralized

procedure does not permit the collection of this additional clinical data within this
~ review procedure.

We would hke to assure you that there are no consequences for mdmduals currently
mcluded in elinical trials arising from our decision, -

‘Novartis Vaccines may re-submit the application for Maxketmg Authorlsatlon of a pre- |
pandemic vaccine once the requested data are available. : :

We agree to the publication of this letter on the EMEA website,

Yours sincerely,

Regulatory Affairs Manager
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