
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): Bumetanide 

Invented name: N/A 

Latest Decision number(s): 1) P/0340/2021 

Corresponding PIP number(s): 1) EMEA-001303-PIP0l-12 

Date of initial marketing authorisation granted: N/A 

Date of authorisation of new indication, pharmaceutical form or route of administration: N/ A 

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

condition(s)/indication(s): 

Autistic Spectrum Disorder 

IZI 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 

D other regulatory action 

D other reason 

(please specify: 

(please specify: 

) (e.g. suspension, revocation of M.A.) 

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

suspension: 

The Sponsor, Institut de Recherches Internationales Servier (I.R.I.S.), has decided to definitely 

discontinue the following pivotal studies conducted with bumetanide (S95008): 

CL3-95008-001 entitled "Efficacy and safety of bumetanide oral liquid formulation in children 

and adolescents aged from 7 to less than 18 years old with Autism Spectrum Disorder. A 6-month 




