Some notes for the 10/66 group on procedures for obtaining informed consent for the 10/66 dementia pilot studies

Please

a) Aim to obtain informed consent in all cases

b) Use the study information sheet and consent form provided, after you have translated it and made any appropriate adaptations (please let us know about any significant changes that you have needed to make)

c) Arrange to have your consent procedures approved by your local research ethics committee (if one is available)

Obtaining informed consent from people with dementia is always a challenge. In some cases it is impossible, because the older person lacks the capacity to understand the nature of what is being asked of them, and any attendant risks and benefits. Even if you doubt their capacity to understand, please make sure that you have always, at the least, read out to them the study information sheet. Check that the older person gives no sign of distress or unwillingness to be involved. Make sure that a near relative witnesses this, and also has no objection for the older person to be involved in the study. If you doubt the validity of the consent from the older person, then please ask their relative to sign a copy of the ‘study agreement form’ which we have sent you. In most countries, agreement by a relative does not carry any legal status, but it is nevertheless considered good practice to take this step.

