TAIC-II Trial Protocol

m  Cell infusion (Day -7)
m  ATG-FreseniusS® (Days 0, 1 and 2)
s  |mmunosuppression with Tacrolimus (8-12 ng/ml target trough level) and corticosteroids
== Steroid weaning phase
= Adjustment of Tacrolimus treatment (5-8 ng/ml target trough level)

Tacrolimus minimisation or cessation

Follow-up

Exit: Week 77
Steroid-responsive acute rejection

CRG I

Exit: Week 37. Steroid-responsive acute rejection

CFH

WG B Exit: Week 36. St;eroid-unresponsive acute rejection
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Time post-transplantation (weeks)

Exit from trial with histologically confirmed rejection
Complete withdrawal of all immunosuppressive therapy
Tacrolimus monotherapy, trough serum levels: <4 ng/ml
Tacrolimus monotherapy, trough serum levels: 24 - 8 ng/ml

Legend
B000 =

Tacrolimus monotherapy, trough serum levels: >8 ng/ml



