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PROTOCOL FOR THE SECONDARY ULTRASOUND READERS

1. Diameter of trial region:

Assess the B-mode ultrasound, colour Doppler and  power Doppler images (at least 3 of each) of the index trial region to determine the minimum diameter of the lumen from inner to inner wall measured perpendicular to the vessel on a longitudinal view.  

Measurement to be expressed to 1/10 of a millimetre.

2. Qa of brachial artery:

Assess the Qa from the velocity time tracings selecting the average of all those which have adequate tracings by confirming that

(i) measurement is from inner to inner wall on a longitudinal view

(ii) the sample volume is appropriately selected

(iii) the beam to vessel angle is less than 60 degrees 

(iv) waveform is regular or representative of the patient’s heart rate

(v) the waveform peak is correctly detected by the equipment software

Measurement to be expressed to the nearest 10 mls/min

Each of the 2 secondary readers will decide these measurements independently and if there is greater than 1/10 of a millimetre difference in diameter of the trial region or greater than 10% difference in Qa, then this difference will be decided by consensus.
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Addendum

Following the rejection of 2 patients’ scheduled u/s by the secondary readers on the basis of inadequate imaging, the following steps have been taken:

· The database as developed with John Burgess will be modified so that “Un/Scheduled ultrasound accepted / rejected” is an option after each Un/Scheduled ultrasound revision by the secondary readers. If the ultrasound is accepted, the final diameter / flow numbers are entered on the database and the trial proceeds as per normal.
If the ultrasound is rejected, a second, repeat  ultrasound is performed by one of the trial sonographers within 2 weeks, and the  results /  report of this second ultrasound are re-submitted ANONYMOUSLY to the secondary readers (ie the secondary readers do not know they are reviewing a “second attempt ultrasound” that has been previously rejected – this is to encourage neutral / unbiased review of this second set of pictures)

If the repeat ultrasound is accepted, the final numbers for flow and narrowest area are entered on the database, and the trial proceeds as per normal. If the repeat ultrasound is also rejected, the Core Lab will exit the patient from the Trial, on the basis that adequate imaging of the Index Trial Area can not be obtained.
· Note that image failure / exit from the Trial only applies to the “NARROWEST AREA”, the primary trial endpoint,  not to the Qa – Volume flow; failed volume flow readings are simply accepted and don’t influence the progress of the trial.
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