Case 6: Renal transplantation

_ Anti-thymocyte globulin _>[ 2006 - 2007 ]

Efficacy and Safety Study

Phase IV
Single arm
Open label

Multicentric Recruitment Period: June 2006 - Dec 2007

60 patients to be enrolled
Study duration: Single bolus treatment + 6 months F U

Doses : Single bolus injection + background No. of Pats 60 60
immunosuppressant (like cyclosporine, tacrolimus,
Azathioprine, Mycophenolate moefetil etc.) No. of Sites 4 4

Patient of either sex aged 14 to 60 years (both inc  lusive);
Patient eligible to undergo renal transplant (prima ry/
secondary/high risk) from cadaver or living renal d onor

Recruitment Rate
Pts/Site/Month

1.0 0.83

Enrollment was a challenge as patients refused cons  ent because;

S Study complete » Many of them were able to afford better treatments like Basiliximab and Daclizumab.

e Many patients in the catregory to be tested required therapy with steriods and there was no
necessity of this suppresive treatment.

» Many living receipts were not wiling for Cadaver kd ney transplantation.



