TAIC-I Trial Protocol
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= Administration of TAICs

s |mmunosuppression with Tacrolimus, Sirolimus and corticosteroids
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e Minimisation of Tacrolimus treatment (8-10ng/ml)
Further reduction of Tacrolimus therapy

Follow-up

Exit:; Day 28 DVT :

;Exit: I;Day 39, Reject;ion — Banff Grade IlI

E Exit: Day 53;, Unconfirmed rejection episode

: Exit: Day 54 Unconfirmed rejection episode
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I Exit: Day 84, Unconfirmed rejection episode

Exit: Day 164, Withdrew consent

I ]  Exit: Day 168, Withdrew consent
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Time post-transplantation (weeks)

Exit from the trial with no evidence of rejection

Exit from the trial with a clinical suspicion of rejection, but without histological confirmation
Exit from trial with histologically confirmed rejection

Complete withdrawal of all immunosuppressive therapy

Tacrolimus monotherapy, trough serum levels: <4.1ng/ml

Tacrolimus monotherapy, trough serum levels: 25 - 8 ng/ml

Tacrolimus monotherapy, trough serum levels: 28 - 10 ng/ml



