PROTOCOL FOR STUDY ENTRY CRITERIA
Inclusion Criteria:
· Patient has a Native AVF  
AND
· The native AVF has a Significant Stenosis 
AND
· The stenosis is Recurrent (Previous Open or Endovascular Revision) 

Significant Stenosis
Index Diameter <2.0mm
OR
Index Diameter  2.0mm - 4.0mm  + Other evidence of AVF malfunction
                                             










PROTOCOL FOR TRIAL PROCEDURE              
1. Standard Fistula Intervention Protocol
· The Index Lesion in the fistula is treated in the standard fashion (Standard Fistula Intervention). 
· During the Standard Fistula Intervention, an image must be acquired showing the Trial Index Stenosis before intervention with a marker of known diameter in the image (eg a 6F sheath, a 5F catheter). 
· On satisfactory completion of the Standard Fistula Intervention, the patient must be randomised to the Study Group or the Control Group using the Randomisation Protocol. Randomisation is effected by ringing Westmead Hospital and contacting the “on duty” randomiser:
Kirsty:  9845 7680 / 0429 633809/0403 620235 Kerry: 9845 6412 / 0431 123144 John Swinnen: 0413 514080
2.Trial Balloon Protocol
2a. Trial Balloon - DEB (Study Group). The DEB Trial Balloon should be 2cm longer than the area treated during Standard Fistula Intervention (1cm overlap prox & distal). The DEB Trial Balloon should be 0,5mm-1mm bigger at burst pressure than the biggest balloon used in the Standard Fistula Intervention.
2b. Trial Balloon: SHAM (Control Group).The Sham Trial Balloon should be the same length as the area treated during Standard Fistula Intervention. The Sham Trial Balloon should be 0,5mm-1mm bigger at burst pressure than the biggest balloon used in the Standard Fistula Intervention.
2 Times are recorded during Trial Balloon deployment:
· Time from entry of Trial Balloon into sheath to full inflation of Trial Balloon
· Time of Trial Balloon inflation – mandated at 2minutes.
2 further Images must be acquired:
· An image of the fully inflated Trial Balloon
· A Completion Angiogram image with a marker of known diameter in the image.
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Figure 3: The difference in length between DEB Trial Baloon and Sham Trial Balloon

To be sent to the core lab:
1. Operative Report for DEB Trial
2. Xray image of Index Stenosis
3. Xray image of fully deployed Trial Balloon
4. Xray image of completion run
5. Diagram of Index Trial Area (ITA)
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