
“INFORMED CONSENT” FORM

Sir, Madam,

The initial treatment for your hearing loss has been completed now – unfortunately without having yielded the improvement that was hoped for. Therefore, your ENT specialist has decided to refer you for additional treatment.

This treatment, called "hyperbaric oxygenation" (HBO), consists in breathing oxygen under pressure. For this, you will need to be treated inside a hyperbaric pressure chamber for about one and a half hour each day for 10 days running. The side effects of this treatment are rare and not serious, if you follow carefully the instructions of the staff of the treatment facility.

Although this technique has been employed since many years with good results on the hearing recovery, the actual scientific knowledge does not allow to conclude that it is more effective than if no treatment would have been given at all ("therapeutic abstention").

So, the goal of this study is to compare the results of a 10-day course of HBO-therapy to an absence of treatment. If you agree to participate in the study, and in order to make it scientifically valid, you will allocated into one of these groups by randomisation.

The duration in the study is 10 days. It is very important that you do not take other medication during this period, without discussing this first with your treating doctor. 

If you wish so and if the treating physician judges it useful, you can still be treated with HBO after the end of the study period of 10 days. Please discuss this with you doctor at the end of the first 10-day period.

Your cooperation in this study is greatly appreciated. However, it is important that you know there is no obligation imposed upon you: you can freely decide on any moment to stop your participation in the study. 

It is a legal obligation for us to ask you, to sign this decalaration, preceded by the handwritten mention: "read and approved". This declaration will remain confidential and will be joined to your medical file.

I who sign (name + first name) .............................................................................

declare that I have been informed fully about the study in which I am about to take part, as well as about the treatment I will receive, the possible side-effects and complications. 

I know that on any moment, I may choose to end my cooperation in this study.

(read and approved)

Date:






Signature:

