
To: 

Head of Paediatric Medicines 

European Medicines Agency 

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

PIP Decision 

Active substance(s): Pevonedistat 

Invented name: N/A 

Latest Decision number(s): 1) P/0357 /2021 

Corresponding PIP number(s): 1) EMEA-002117-PIP01-17-M02 

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): 

Treatment of acute myeloid leukaemia 

Treatment of myelodysplastic syndromes 

181 has been discontinued 

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

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

181 (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 pivotal phase 3 study P3001 ("A Global Phase 3, RCT, Open-Label, Study Of Pevonedistat Plus 

Azacitidine vs Single-Agent Azacitidine as First-Line Treatment for Patients with Higher-Risk 

Myelodysplastic Syndromes (HR MDS), Chronic Myelomonocytic Leukemia (CMML), or Low-Blast Acute 






