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Randomised Controlled Trial of Campath and Tacrolimus-Monotherapy with Daclizumab, Tacrolimus and Mycophenolate Mofetil in renal transplantation; Interim Results.
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Although Campath induction is widely used in transplantation, there have been no formal controlled trials using this agent with Tacrolimus [Tac] monotherapy. We have shown in a pilot study that this combination of immunosuppressive agents is safe and effective in the medium term. 

In this study, we report the interim results of our CamTac trial which compares Campath induction and Tac monotherapy with Daclizumab, Tac and Mycophenolate Mofetil [MMF]. This study is stratified for live vs deceased donors, and randomization is 2:1 to the Campath and Daclizumab arms. The target enrolment of 120 patients is powered to detect a 10% difference in rejection rates in the first year. Over a 2 year period 113 patients have been enrolled with mean follow-up 12.3 months. (Campath arm 77 patients LD:DD 50:27, Daclizumab arm 36 patients LD:DD 22:14):

Immunosuppression:

	
	Daclizumab
	Campath

	Induction
	2 x 1mg/kg IV
	30mg IV

	Steroids 
	Day 0 – 6
	Day 0 - 6

	Tacrolimus
	Trough target 8-12ng/ml
	Trough target 5-8ng/ml

	MMF
	Trough target 1.5-3.0mg/L
	Nil


Results:

	
	Daclizumab
	Campath

	Patient survival 
	96.6%
	100%

	Graft survival 
	91%
	98.6%

	Graft function (eGFR ml/min)
	45.1 [38.4-51.9]
	52.8 [48.1-57.4]

	Tacrolimus level (LC-MSMS) ng/ml
	9.4 [8.2-10.7]
	6.8 [6.1-7.6]


Patient and graft survival is similar in both arms. Allograft function is better in the Campath arm but does not reach statistical significance at 12 months [p=0.07] Crude rejection rate in the Campath arm is 5.4% with a median time to rejection of 3.2 months. The rejection rate in the Daclizumab arm is 17% with a median time to rejection of 4.4 months.

Conclusions: In this ongoing randomized controlled trial, Campath induction with Tacrolimus monotherapy provides a steroid sparing regime with excellent patient and graft survival with low rejection rates and improved graft function compared to a similar regime based on Daclizumab, Tacrolimus, and MMF.


