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Recently, once-daily tacrolimus extended-release formulation (TACER) has been world widely accepted in kidney
transplantation, but its pharmacokinetics (PK) and optimal dosing are not well evaluated and may be different
optimal trough level of tacrolimus from the immediate-release (twice-daily) formulation.

We have validated the optimal dosage of TACER and the use of single and limited sampling strategies ( SSS and
LSS) to estimate tacrolimus exposure with TACER.

Between September 2009 and October 2010 33 de novo Kidney transplant recipients with ABO compatible/

mismatch and DSA negative transplant were treated with immunosuppression protocol using TACER as Figure 1 and
evaluated retrospectively.
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1) Optimal duration of pre-dosing of TECER: 4 predosing were required to obtain the saturated level of TAC
2) Clinical Efficacy & Adverse events: Excellent efficacy (Graft and Patient survival 100% and ATMR rate 6.7%),
but higher adverse events such as CMV infection (30%) and CNI toxicity (22%) on protocol biopsy up to 1 year after transplant.

3) TAC-PK study: CO did not correlated with AUCO-24 (R=0.79), nor other single sampling data. Limited sampling strategy principles
with sampling data of CO, C1 and C2 (or plus C3) well correlated with AUC 0-24 .
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