
HALT - EU CT n° : 2024-514804-14-00 

D_Protocol_Appendix_Study design_2024-514804-14-00_HALT_EN_V1_2024-10-04.docx  Page 1/1 

APPENDIX  - STUDY DESIGN 

Acts added by research are highlighted in grey 

Actions 
Pre-

inclusion 

Liver 

Transplant 

Inclusion 

(Admission 

in ICU) 

From 

randomisat

ion to D7 

From D7 to 

Discharge 

From 

discharge 

to D28 

(1 x week) 

End of 

study 

(D28 ± 2 

days) 

Information X       

Informed consent X       

Eligibility criteria check X  X     

Medical history X  X     

Clinical exam* X  X X X X X 

Paraclinical 

investigations* 
X  X X X X X 

Biological assesment** X  X X X X X 

Plasmatic Albumin 

Assessment  
 

On leaving the 
operating 

room 

 
X 

(morning) 

X 

(morning) 
  

Immunomonitoring 

(Rennes only) 
 Before LT  

 Max 24h 

after LT 

 At D3 and 

D7 

   

Randomisation   X     

Tacrolimus 

administration 
 Cf. Immunosuppressive regimen section 

Medical procedures : 

human Albumin 

perfusion according to 

randomisation 

  X D1 to D5    

Medical procedures : 

human Albumin 

perfusion according to 

site current practice 

   After D5 x x x 

Compliance   X X X X X 

Adverse Events check   X X X X X 

* cf. “Clinical exam / Paraclinical investigations and other data reported in the eCRF” table for detailed description 
** Cf “Biological assessments” table for detailed description 


