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Assessing Mental Capacity prior to gaining consent for research
Mental capacity Act 2005 

Incapacity definition:

‘A person lacks capacity in relation to a matter if at the material time he is unable to make a decision for himself in relation to the matter because of an impairment of, or a disturbance in the functioning of, the mind or brain.’

SECTION 1 – DIAGNOSTIC ASSESSMENT
Is there an impairment of or disturbance in the functioning of a person’s mind or brain? (may be temporary or permanent) 

This is not necessarily a clinical decision- it can be your decision based upon what you know and can observe of the person.

SECTION 2 – FUNCTIONAL ASSESSMENT
· Is the person unable to understand the information relevant to the decision 
 This includes purpose of decision, key information needed for decision, and likely consequences of deciding one way or another or not deciding at all

· Is the person unable to retain that information long enough to make an informed decision?

· Is the person unable to use or weigh that information as part of the decision-making process?

· Is the person unable to communicate their decision whether by talking, using sign language, gestures, writing, or any other means)?

Before concluding that a person cannot communicate and therefore lacks capacity, all effort must be made to assist and facilitate communication (e.g. dysarthric patients will be able to write or to use gestures). 
A PERSON CAN ONLY BE ASSUMED TO LACK CAPACITY FOR A DECISION IF SECTION 1 POINT 1 AND AT LEAST ONE OF THE POINTS IN SECTION 2 HAVE BEEN TICKED 

Procedure

☐
Check suitability of patient for study inclusion with A & E or ward staff, or read the patient’s medical notes

☐
Introduce yourself to patient

☐
Can the patient hear you? Make sure hearing aid is in place if usually worn.

If unable to hear use written communication or amplifier

☐
Can the patient see? Provide long vision/reading glasses as necessary)

If unable to see, read out written information. 

☐
Is the patient dysphasic – receptive and/or expressive?

☐
Ask the patient – their name, age, where they are, what happened to bring them to hospital

☐
Show patient a pen and ask them what it is 

☐
Show patient a watch and ask them what it is

☐
Can the patient follow complex (2 or 3 item) commands?
· Can they read the information and consent sheets? If unable to read provide reading glasses or offer to read written information to them (this will be necessary for patients with hemianopia). 
· If the patient appears competent give (verbal and written) information relating to the trial. Check that the patient has retained the key points by asking him to summarize what has been explained (e.g. clinical trial, nature of intervention, placebo, voluntary, right to withdraw). In patients who are able to understand the information, but unable to communicate verbally, check comprehension by asking the patient to confirm/ disagree with relevant statements (e.g. are  aware that this is a clinical trial……). Formulate questions in a way which require yes and no answers to make sure the patient uses yes/no appropriately. 

☐
Would the services of a professional (such as a speech and language therapist) be helpful? 
☐
If incompetent to consent now, assess whether the patient might gain capacity at a later point in time.
☐
If so, can the decision of consent to a trial be delayed?

☐
If not, check that the patient has not made a relevant valid advance decision to refuse treatment or not to participate in research.
☐
Check that the patient has not made and registered a personal Lasting Power of Attorney.
☐
Document all decisions in the patient’s medical notes.
☐
If you have any doubt, consult another.
West Midlands Stroke Research Network (WMSRN) 
is part of the National Institute for Health Research (NIHR) and is funded by the Department of Health’.


