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Subject: Withdrawal of the Effentora {fentany! buccal tablets, 100 pg, 200 yg, 400 pg, 600 ug
and 800 pg) Type il variation category C.1.6.ato extend the therapeutic indication in
the treatment of breakthrough pain in adults who are already receiving maintenance
opioid therapy for chronic persistent pain - EMEA/H/C/833H1/018

Dear Dr. Salmonson,

Eor the withdrawal of Type Il variation linked to an extension of indication for a medicinal
product already authorised

| would like to inform you that, at this point of time, Teva Pharma B.V. has taken the decision to
withdraw the application for the extension of the therapeutic indication for Effentora (fentany!
buccal tablets, 100 pg, 200 pg, 400 pg, 600 pg and 800 pg) in the treatment of breakthrough pain
in adults who are already receiving maintenance opioid therapy for chronic persistent pain.

The withdrawal is based on the following reason:
Teva Pharma B.V. has taken this decision based on the CHMP's view that the proposed extended
indication would mean the introduction of a new treatment paradigm and that data so far are not

sufficient to address CHMP's concerns.

This decision will not have consequences for patients enrolled in any ongoing Teva-sponsored
Effentora. study at this time.

We reserve the right to make further submissions at a future date in this or other therapeutic

indication(s).
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| agree for this letter to be published on the European Medicines Agency website.

Yours sincerely,

Dr Ekkehard Baader
Head, European Regulatory Affairs,
Branded Products

iesearch and Deveioiment




