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Taking informed consent – check list

Providing information:
1. Eligible patients to be given information sheet by member of clinical team, along with a verbal explanation of the study and what it would involve for them.
2. To select the most appropriate form of information sheet, it is important to be aware of the amount of information the patient can understand (through being spoken to or reading written material)
3. Give patients time to decide (see protocol for how much time required for individual trial)
4. If patient is interested in participating, call member of team eligible to take consent for this study.
Making sure the consent is informed:
1. Introduce self and fact that you have come to see whether they are interested in taking part in the study.
2. Check with the participant that they have read the information sheet and ask what they can remember about it.
3. If they are struggling to remember/appear not to have read it fully, go over the information sheet with them again, reading/summarising each point.
4. Allow the patient to ask questions. If the patient has impaired language skills, offer support by providing pen and paper to write or draw, show relevant pictures for them to select from, encourage use of gesture. If possible, have a member of family or a friend present who can ask questions on the patient’s behalf.
5. If the patient has sufficient language ability, ask them to tell you in their own words about what they would need to do if they took part in the trial.
6. If they struggle with receptive or expressive language, ask  yes/no questions about the information they have been given.
7. If questions are answered incorrectly this suggests the person does not understand and any consent taken would not be informed. You need to make a judgement at this point as to whether the patient can provide their own consent with more time for discussion/use of supportive materials, or whether assent needs to be considered if the protocol allows.
Completing consent form:
1. Check consent form matches the date/version of information sheet
2. Make sure the patient reads each sentence in the consent form (you may need to read each one to them).
3. Ask the patient to initial each box
4. Make sure the patient signs and dates the consent from. 
5. If they are unable to do this, they can make a mark and have a carer/person not involved in the study witness their mark.
6. Store one copy in the site file, one in patient notes, one for patient to keep
Informed consent flow diagramAsk yes/no questions to indicate whether the patient has understood the information., or give pictures for patient to select correct responses to, e.g.
Is this study about a new tablet?
Is this study about your arm?
Will you definitely be given the new treatment/ therapy?
If you decide you don’t want to do it anymore do you have to carry on?

Asking questions:
Provide opportunities for patient to ask question about the research by providing them with pen, paper to write and draw, pictures to select from , encourage use of gesture.
If possible, include family member/friend who can ask questions on patients behalf
Go over information providing more support
Consider obtaining assent from carer/relative if protocol allows and patient has shown a general interest in being involved
Complete consent form
(Re) introduce self and fact that you have come to see if patient wishes to take part in the study

Yes
No
Were the responses correct?
Ask the patient to recall, in their own words what they would be asked to do in the study to check they have understood the information.

Ask the patient if they have any questions about the study and answer these.

Yes
No
Does patient have enough expressive language ability to discuss the study?
No
If patient can’t remember/hasn’t read information sheet, read it through with them, summarising each section
Yes
Ask the patient if they have read the information sheet and ask what they can remember about it.
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