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PROTOCOL FOR DEB TRIAL ULTRASOUND FOLLOW UP
· The ultrasound must be done by an accredited Trial  Sonographer. 

· The Scheduled Trial Ultrasounds  post Trial Procedure  are:
1. First Post op Ultrasound  (>24hrs and <7days post Trial Procedure)*
2. 6 Week Post op Ultrasound :  +/- 2 weeks
3. 3 Month Post op Ultrasound :  +/- 2 weeks
4. 6 Month Post op Ultrasound :  +/- 2 weeks
5. 12 Month Post op Ultrasound :  +/- 2 weeks

· Any Unscheduled Trial Ultrasounds should be reported to the Core Lab; an Unscheduled Trial Ultrasound Form must be filled out by the Sonographer; and the standard ultrasound information relevant to the Index Trial Area should be collected including the 14 images and all this should be sent to the Core Lab.

· The Sonographer Will Receive:
1. Request for a Scheduled or Unscheduled Trial Ultrasound
2. Index Trial Area Diagram  with the Length of the Trial Balloon marked.
3. Picture of Trial Balloon Xray Image 
The Sonographer will NOT receive information about which Trial Balloon      was used. The Sonographer will NOT receive any indication as to which is the sequence of the current scan in the trial. Importantly, the  ultrasound evaluation must be done independent of previous findings, and the Sonographer must not refer to previous Trial scans on that patient.
· Image Acquisition: 
1. Minimum Trial Area Diameter in the Index Trial Area
· The sonographer must examine the Index Trial Area and find the narrowest site - Minimum Trial Area Diameter - therein. He must then take 9 images, with measurements, of the minimum transverse diameter of the Minimum Trial Area Diameter; these images are the 3 best grey scale images obtained, the 3  best colour images obtained and the 3 best power images obtained. These images are forwarded to the Core Lab on a USB stick.
· The Sonographer must draw his findings of the Minimum Trial Area Diameter in the Index Trial Area on the Standard Fistula Template.

· The convention for all image acquisition and reading is:
# All images are taken at peak systolic expansion.
           # All images look at Minimum Diameter of the luminal channel.
          # Images of the Minimum Trial Area Diameter are always acquired in  
             Longitudinal and are the minimum AP diameter.

2. Qa Measurement:
· Qa Sampling Site : This is the site in the fistula circuit where the Qa measurements are performed. 
· The Qa Sampling Site must be recorded by the sonographer on the Standard Fistula Template that is part of the Trial Ultrasound Report. The Qa Sampling Site  for each fistula entered into the study is the same for all Scheduled Trial Ultrasounds and for all Unscheduled Trial Ultrasounds for that fistula.  
· For all upper limb fistulas, the standard Qa Sampling Site is always  the Brachial artery. When the Brachial artery has a high bifurcation (proximal  to the elbow), the sonographer must take the measurement in the axilla proximal to the Brachial artery bifurcation.  In lower limb fistulas, the Qa will be taken in the inflow artery, depending on the site of anastomosis – this will usually be the Superficial Femoral Artery.
· The sonographer will obtain 1 good Gray Scale and 1 good colour picture of the the Qa Sampling Site artery, and then produce 3 good quality Volume Flow Measurement pictures at that site: 5 pictures in all for the Qa readings.

· The Sonographer Will Forward to the Core Lab:
1. A USB stick with the 9 images for Minimum Diameter assessment and 5 images for Qa Measurment (Total 14)
2. The Trial Ultrasound Report
3. The Standard Fistula Template diagram with findings drawn in.
4. Standard Ultrasound Report

· The  Core Lab will forward to the Secondary Ultrasound Readers:
1. The 14 images acquired, de-identified
2. The de-identified Trial Ultrasound Report from the Sonographer.
3. A blank Form for Secondary Ultrasound Readings with Unique Identifier and date of current ultrasound.


· For Medicare Billing Purposes, the ultrasound scan may be:
 *Trial Ultrasound only: NO Medicare billing. 
            *Trial Ultrasound plus Standard Ultrasound: Can be billed for Medicare. 
· If  the Trial Follow-Up Ultrasound Report And Diagram scan/images/report is failed by the by the Secondary Ultrasound Readers at the Core Lab, the ultrasound must be repeated as close as possible within the follow up time frame required by Dr John Swinnen or a designated understudy.

* The First Post op Ultrasound 
Timing: > 24hrs but < 7  days after the Trial Procedure
Rationale: To measure Minimum Post Trial Procedure Diameter of the Index Trial Area. The Minimum Post Trial Procedure Diameter is the minimum diameter, of the Index Trial Area, as measured on the First Post Operative Ultrasound, >24hrs but <7  days after the Trial Procedure. This is to eliminate Post Operative Recoil (presumed to occur upto 24 hours post op), from the trial analysis.
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