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Patient information for research trial :

HALO (Haemorrhoidal Artery Ligation Operation) with or without Doppler

We would like to invite you to take part in a voluntary research study that compares 2 different treatments for piles that would both be a suitable treatment for you. You do not have to take part but if you decide to, we will explain what it would involve for you. One of our team will go through this information sheet with you and answer any questions you have. We‘d suggest this should take about 5 minutes, and you are welcome to talk to others about the study if you wish. If you need more information call us on 01202 448798 and Dr Cowie from our team will return your call.
This research trial has been reviewed by other experts in this field (including Mr Phillips at St. Marks Hospital) and involves comparing 2 well known treatments to shrink piles but we don‘t know if one is better than the other; one treatment ties off the visible base of the piles present whereas the other ties off the invisible vessels to the piles using Doppler (sound waves). The side effects of either of these operations are rare and almost always minor bleeding that stops after a few days. And if the study shows no difference between the treatments then we may publish the results in a journal and it may be possible to stop using the Doppler in future if shown to be unnecessary.

Both treatments are safe & seem to have good effect in reducing piles size and their bleeding when we have carried these procedures in the last few years. 170 patients are needed divided into 2 equal groups to compare to each other, the groups are “randomised” [like tossing a coin to get half in each group], to decide which treatment is offered. We will keep your details confidentially secure but use your phone number to contact you.

We will follow you up by telephone to find out the results. The follow up can be carried out in clinic but a 3 minute phone call at our expense may be easier for you. We aim to call you after 1 week, 3 months and 6 months to make sure you symptoms are recorded and answer any questions you may have. The consultant who is organising and funding this study is Mr Nash and you will be contacted by one of our team members during follow up.

If you agree to take part, we will then ask you to sign a consent form. Then you will be given a date for this day surgical procedure in the coming weeks. You are free not to start the trial or to withdraw at any time, without giving a reason. This would not affect the standard of care you receive. 
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