
To: 

Head of Paediatric Medicines 
European Medicines Agency 

Notification of discontinuation of a paediatric development which is covered by an agreed 

PIP Decision 

Actives substances(s): Carisbamate 

Invented name: Comfyde 

Latest Decision number(s): 1) P/108/2009 

Corresponding PIP number(s): 1) EMEA 000360 PIPOl 08 

Date of initial marketing authorisation granted: NA 

Date of authorisation of new indication, pharmaceutical form or route of administration: NA 

Please note that development of the medicinal product above in the following 

condition(s)/indication(s): 

The treatment of partial onset seizures in patients with epilepsy 

[8J has been discontinued 

D has been suspended/put on long term hold (with possible re start at a later time) 

for the following reason(s): (tick all that apply) 

D (possible) lack of efficacy in adults 

D (possible) lack of efficacy in children 

D (possible) unsatisfactory safety profile in adults 

D (possible) unsatisfactory safety profile in children 

D commercial reasons (please specify: 

D manufacturing / quality problems 

(please specify: ) (e.g. suspension, revocation of M.A.) D other regulatory action 

[8J other reason 

withdrawn) 

(please specify: Application for a marketing authorisation has been 

Please add a brief description (max 2000 characters) of the reason(s) for the discontinuation / 

suspension: 

Please note that if the PIP has been submitted as part of a marketing authorisation application in order 

to comply with the requirements of Article 7 of the Paediatric Regulation (as a condition of the 






