Progress Report: Sri Lanka Clinical Trials Registry
SLCTR registration number: SLCTR/2014/007
Scientific title of trial: Double blind randomized placebo controlled trial of corticosteroids and doxycycline in the treatment of interstitial nephritis.
Date of commencement (enrolment of first participant): 20/04/2014
Progression:   6 months 

1 year

        2 years
     3 years (


At completion  (
1. Baseline data

Any changes to the trial design/ methodology/ protocol after commencement: NO
Any changes to trial outcomes after commencement: YES, proteinuria disappearance was added as secondary outcomes.
2. Current status

Recruitment status: pending/ recruiting/ recruitment complete/ recruitment suspended / recruitment terminated

Number assessed for eligibility: 70
Number recruited and randomized: 59
Number allocated to each intervention/arm: 15,15,14 and 15
Losses/exclusions after randomization: 11
3. Trial output 

Summary of Interim/Final data (if available): 
Seventy symptomatic previously healthy individuals from CKDu endemic regions who full filled inclusion criteria were recruited for biopsy. All 70 subjects were randomized into four treatment arms and discharged from ward after biopsy. All subjects were supposed to review with the biopsy report in a week to start allocated treatment. 
11 subjects were excluded from the study after disqualified from biopsy report. 2 subjects were loss to follow up immediately after biopsy. 8 cases followed up less than 6 months after biopsy. 49 subjects had completed six months follow up. Only 45 cases completed 3 years of follow up. At the 2nd year progress report as per preliminary data, number allocated to each intervention/arm was 16,14,13 and 16 for groups 1-4 respectively. Lost to follow up cases were traced by home visits and reviewed their current status by the end of 3 year follow up. After reassessment, number allocated to each intervention/arm was 15 patients into Group 1 (prednisolone + placebo), 15 to group 2 (doxycycline + placebo), 14 to group 3 (prednisolone + doxycycline), and 15 to group 4 (two placebos). Patients’ data on clinical trial was entered to a computerized data base. Double entry of two patients’ data on group 1 and 4 was identified. Two patients in group 2 and 3 have not registered in the data base after allocation of treatment. These problems were rectified in the 3rd year follow up.
13,12,10 and 10 patients completed 3 year follow up in groups 1 to 4 respectively. Baseline, 3,6,12,24 and 36 months’ SCr measurements between treated arms were statistically not significant and P values were 0.13, 0.13, 0.14, 0.8, 0.6 and 0.6 respectively. The BPL at baseline and 36 months between four groups were not significant and the P values were 0.56 and 0.71 respectively. Renal survival in groups were not significant. When steroid treated (Gp 1+3) vs non steroid treated (Gp 2+4) were analyzed, there was a statistically significant difference in SCr found only at 3 and 6 months with a p values 0.01 each. Total 45 patients’ analysis for SCr and BPL from baseline to three years showed significant decline with a p value of 0.002 and 0.000 respectively. Three cases of stage 4 CKD and a ESRD were found in group 2 and 4 respectively at the end of 3 years. At the end of 3 years 4,1,2 and 1 number of cases had developed hypertension in groups 1-4 respectively. Histological activity decreased from 1st to 2nd biopsy as a percentage in 14 cases were 17%,9%,41% and none for groups 1 to 4 respectively. Histological chronicity on the same cases was increased by 10% and 7% in groups 1 and 2 respectively, and decreases by 12% in group 4 and no change in group 3. 

Steroid treated AIN cases have better renal functional recovery up to six-month comparison to non-steroid treated. All cases were progressing to CKDu beyond six months. Doxycycline has no effect on AIN. Prolong follow up study of AIN cases with adequate sample size is warranted.
Presentations of results at scientific meetings: 
ERA-EDTA (European Renal Association - European Dialysis and Transplant Association) 54th Annual Congress, Madrid, Spain, from 3rd to 6th June 2017.
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