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Title 

Allogeneic hematopoietic cell transplantation from HLA-matched donor after Flu-Mel 

versus Flu-Mel-ATG reduced-intensity conditioning: a phase III randomized study 

from the Belgian Hematology Society (BHS) 

Summary 

Objective : The present project aims at comparing two conditioning regimens (Fludarabin-

Melphalan (FM) vs Fludarabin-Melphalan-ATG). The hypothesis is that the FM-ATG 

regimen will be associated to better current GVHD-free, relapse-free survival (cGRFS).  

 

Primary outcome : To compare the current GVHD-free, relapse-free survival (cGRFS) for 

patients conditioned with FM or FM-ATG. 

 

Disease : Hematological malignancies 

 

Treatment :  
Two reduced-intensity conditioning regimens : 

 Flu-Mel : association of fludarabine with intermediate doses of melphalan  

 Flu-Mel-ATG : association of fludarabine with intermediate doses of melphalan and 

ATG 

Principal inclusion 

criteria 

 Male or female. 

 Age: 18-75 years old. 

 Hematological malignancies confirmed histologically. 

 Theoretical indication for a standard allo-transplant, but not feasible. 

 Underlying ‘lower risk’ disease, for which RIC is preferred (eg CLL, MCL)  

 Continuation of maintenance with TKI are allowed after allo-HCT in case of Ph+ 

leukemia or FLT-3 mutated AML 

 HLA-identical sibling OR 10/10 HLA unrelated donor, fullfills criteria for allogeneic 

PBSC donation according to standard procedures. 

 Informed consent given by patient or his/her guardian if indicated. 

 Fertile patients must use a reliable contraception method. 

Type of trial 

Phase 3 

Number of patients 284 

Patient allocation Patients are randomized 

Blinding to treatment No 

Protocol N° 

BHS number EC number EUDRACT ClinicalTrial.gov 

TC-14 TJB1703 2017-000824-91 yes 

Principal 

investigator and 

sponsor 

Principal investigator Sponsor 

Name Institution 

CHU de Liège 

Pr Frédéric Baron CHU de Liège 

Participating 

centres 

 AZ Sint-Jan, Brugge (Dr Selleslag, Dr Lodewyck) 

 CHU de Liège, Liège (Dr Baron, Dr Beguin, Dr Willems) 

 Cliniques universitaires de Mont-Godinne, Yvoir (Dr Graux) 
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 Cliniques universitaires St Luc UCL, Bruxelles (Dr Poiré) 

 AZ Delta Roeselare, Roeselare (Dr Deeren) 

 Institut Bordet, Bruxelles (Dr Lewalle) 

 UZ Brussel, Brussel (Dr Schots) 

 UZ Gasthuisberg KUL, Leuven (Dr Maertens, Dr Schoemans) 

 UZ Gent, Gent (Dr Kerre) 

 ZNA Stuivenberg, Antwerpen (Dr Breems) 

Status 

Start of study  January 2019 

Approximate duration 20 years 

 

 


