Consent from vulnerable groups

Research involving children

You need to be aware of the legal ages of consent, which are 18 in England and 16 in Scotland. Consent should be obtained from the parent or guardian, however, if you think the child is mature enough to understand the information, you can ask them to sign the form as well. The consent must reflect the presumed wishes of the child, and can be withdrawn at any point without disadvantage to the child.

"Gillick Competence" allows young people to consent to participation without parental consent if they are deemed capable of assessing the information. The REC can advise whether or not this is acceptable for your project. The child should receive information in line with their capacity to understand, including details of the risks and benefits of the research. This should include a child's version of the Patient Information Sheet. You must take into consideration the explicit wishes of a child capable of forming an opinion, and these may over-rule the parent's wishes. It is considered courtesy to allow children that are not old enough to give informed consent to allow them the opportunity to assent to the research. Neither incentives nor financial inducements should be offered to the child. Any reimbursement of expenses should be offered to the parent or guardian. Only research that can only be carried out on children or that relates to the clinical condition of the child should be conducted.

 

Unconscious patients

If a patient is critically ill or unconscious it poses an ethical dilemma concerning consent.

The REC will consider applications for such trials on a case-by-case basis.

 

Research involving adults without capacity

Even if they are unable to give consent, the individual should still be given information according to their capacity to understand.  This should include risks and benefits of participation in research.

The explicit wishes of the individual should be taken into consideration, so long as they are deemed capable of assessing the information and hence forming an opinion.  This is especially true if they express a desire either not to participate at all, or to withdraw from research once it has begun.

Only re-imbursement of expenses should be offered, no inducements or financial incentives.

The research should relate directly to the clinical or life-threatening condition of the person.

The best interests of the patient should once again prevail over that of science and society, and the benefits of research participation should outweigh the risks.

Proposals should be sent to RECs for advice, however it should be remembered that there is no legal provision for one adult to consent for another.  It is considered courtesy to ask relatives to assent to the research.

 

Research in prisoners and young offenders

For this kind of research you should contact NRES before you submit to your relevant local REC, as special arrangements may be required.

 

Research participants who have a dependent relationship with the investigator

The REC is particularly keen to ensure that in situations where the research participants are in a dependent relationship with the investigator, that the consent is obtained in a completely voluntary manner, with no coercion.
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