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Annex 
1 

Date 
 

 
 

Onderwerp Goedkeuring van een programma voor gebruik in schrijnende gevallen op 

24/10/2017 

Titre de l’objet Approbation d’un programme d’usage compassionnel le 24/10/2017 
 

Subject 

 

Authorisation of a compassionate use program dated  24/10/2017 

 

Medicinal product : Bavencio® (avelumab, solution for infusion; 10mg/kg) 
 

Indication : Treatment of adult patients with metastatic Merkel cell carcinoma whose disease has 
progressed after receiving at least one prior chemotherapy or who are ineligible for chemotherapy 
 
Ethics Committee designated: UZ Brussel 
 
Reference: CUP-201717 

 

Pharmacovigilance report cut-off date: 24/10/2018 

Pharmacovigilance report deadline submission: 24/11/2018 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

In accordance with article 6quater of the Law of 25 March 1964 concerning medicinal products, I have decided to 

authorise the above mentioned compassionate use program following the conditions stated in annex I. 


