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3 Year Results of a Randomised Controlled, Steroid Sparing Trial of Campath and Tacrolimus Compared with Daclizumab, Tacrolimus and Mycophenolate Mofetil in Renal Transplantation
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We present the 3 year results of our randomised controlled trial [(RCT) Clinical Trials.gov: NCT00246129] of Campath induction and low dose Tacrolimus [Tac] monotherapy, compared with Daclizumab induction, conventional dose Tac and Mycophenolate Mofetil [MMF] in renal transplantation. Recruitment was completed in April 2008, mean follow up is 37.5 mths.


82 patients [54m, 28f; mean age 47.3+13.4 years] received Campath [30 mgs iv perioperatively], low dose Tac [0.1mg/kg; target level 5-8 ng/mL] and 41 patients [27m, 14f; mean age 47.0+10.6 years] received Daclizumab [2 mgs/kg], Tac [0.15mg/kg; target level 8-12 ng/mL] and MMF. Both groups received a steroid sparing regime [prednisolone 60mg daily day 1-3; 30mg daily day 4-7 and then stopped]. Rejection was diagnosed by biopsy and treated with steroids and the addition of MMF in the Campath group. 


Patient, graft and rejection free survival were similar in the 2 groups [Table 1]. There was no difference in the cumulative risk of rejection and no increased late rejection in the Campath group.
	Table 1

	 
	 
	Campath
	Daclizumab

	Patient survival
	1 year
	100%
	97.5%

	 
	3 years
	97.4%
	97.5%

	Allograft survival
	1 year
	98.8%
	97.6%

	 
	3 years
	91.2%
	95.1%

	Rejection free survival
	1 year
	91.2%
	82.3%

	 
	3 years
	88.5%
	79.6%



Allograft function [MDRD eGFR] was 5.6 ml/min [95%CI: 2.3,8.9; p=0.001] and 5.2 ml/min [95%CI: 3.0, 7.4, p<0.001] better at 1 and 3 years. [Bootstrap method] in the Campath group. 75.4% and 70.1% of the Campath group remained on Tac monotherapy at 1 and 3 years. Infection rates [positive bacterial and viral isolates, expressed as incidence/100 patient months] were similar in both groups. 


This RCT shows that at 3 years, Campath induction and low dose Tac monotherapy provides excellent patient, allograft and infection free survival similar to a conventional Daclizumab, Tacrolimus and MMF protocol. Allograft function is better with Campath induction.
