
Research involving participants who may lack capacity to consent

Research where it is intended to recruit people over the age of 16 years who lack capacity to 

consent to their involvement is governed by the Mental Capacity Act 2005.  It is a legal 

requirement that this kind of research receives a favourable ethical opinion from an NHS 

REC before initiation, regardless of where it takes place.  It is not limited to research 

undertaken within NHS organisations or other public bodies.  

Capacity refers to the everyday ability that individuals possess to make decisions or to take 

actions that affect them.  A person lacks capacity if he or she is unable to make or 

communicate a decision about a particular matter because of an impairment of, or a 

disturbance in, the mind or brain.  This may be the result of a variety of conditions, including: 

 Dementia

 Mental illness

 Learning disability

 Brain damage

 Intoxication

 Any other condition causing confusion, drowsiness or loss of consciousness (e.g.

concussion, stroke, heart attack, epileptic fit, serious accident, delirium).

For research projects seeking to involve participants who may be at risk of lacking 
capacity, but where it is not intended to recruit this participant population, REAGs 
must check that researchers have adequate plans and suitable experience to be 
able to assess capacity. 

Assessing capacity 

The Act contains a two-stage test of capacity: 

 Is there an impairment of, or disturbance to, the functioning of the mind or brain?

and if so 

 Is the impairment or disturbance sufficient that the person is unable to make that

particular decision?

The Act says that a person is unable to make a decision if unable to: 

 understand the information relevant to the decision

 retain the information

 use or weigh the information

 communicate his or her decision (by any means).

Capacity to make a particular decision must be assessed at the time the decision needs to 

be made, and it should not be assumed that a person cannot make any decision. 

It is the responsibility of the researcher, consulting as appropriate with other care 
professionals, to decide whether a potential participant has the capacity to consent for 
themselves to be involved in a research project.  The REAG must satisfy itself that 
plans to achieve this are suitable. 


