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Involving children in research: legal and ethical considerations of consent and 

‘opt-in’ or ‘opt-out’ research methodology – some notes of guidance 

Research involving children raises various methodological and ethical issues, and while 

many UK research organisations and professional associations have published guidance, 

there is also legislation that must be taken into account by researchers alongside general 

good research practice. 

Consent  

The physical integrity of children is protected by law and unless they or their parent/guardian 

agrees, it is not lawful to do anything that involves touching them.  However, generally, 

where children have sufficient understanding and intelligence to understand what is 

proposed, it is their consent and not that of their parent/guardian that is required by law.  

Article12 of the United Nations Convention on the Rights of the Child1 requires that children 

who are capable of forming their own views should be granted the right to express their 

views freely in all matters affecting them, commensurate with their age and maturity.  

Children should therefore be facilitated to give fully informed consent to their involvement in 

research.  However, in order to be able to give fully informed consent, children must be 

assessed as competent to provide this, by being able to fully understand suitably formatted 

information relevant to the decision, retain that information, use or weigh that information as 

part of the process of making the decision, and communicate their decision. 

The age of majority is set at 18 in common law, but it is recognised that this is not based on 

any empirical determination of maturity or decision-making skills, and whilst not considered 

to have fully reached adulthood, young people between the ages of 16 and 18 are presumed 

to be competent to give consent.  Clinical Trial Regulations define a minor as someone 

under the age of 16.  No statute governs the rights of those under the age of 16 to give 

consent for medical treatment or research, but the Gillick case2 determined that where a 

young person has sufficient understanding and intelligence to understand fully what is 

proposed, and use and weigh this information in reaching a decision, he or she can give 

consent to treatment and consent from parents is not legally necessary, although parental 

involvement should always be encouraged.  There is no case law dealing specifically with 

research, although it is generally accepted that the Gillick principles might reasonably be 

applied here, dependent on the complexity and inherent risks of the research.  However, the 

Medicines for Human Use (Clinical Trials) Regulations 20043 regulate clinical trials in the UK 

and must be applied in these circumstances, rather than the Gillick case law.  The 

Regulations specify that for a minor (a person under the age of 16 years) to participate in a 

clinical trial, a person with parental responsibility or a legal representative must give 

informed consent and may withdraw the young person at any time.  

So dependent on the type of research being proposed, it should be clear to researchers 

what kind of consent procedures they are legally required to implement.  But each individual 

research project will raise its own particular issues in relation to consent, and researchers, 

and research ethics committees will have to make judgements based on, amongst other 

                                                           
1 Available at: http://daccess-dds-
ny.un.org/doc/RESOLUTION/GEN/NR0/547/84/IMG/NR054784.pdf?OpenElement   
2 See: http://www.nspcc.org.uk/inform/research/questions/gillick_wda61289.html  
3 Available at: http://www.legislation.gov.uk/uksi/2004/1031/contents/made   
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things, the type of research, the inherent risks involved, the age of the children, and whether 

they are under the protection of gatekeepers in schools or other institutional settings. 

Professional guidelines 

Researchers can also consult various professional guidelines when considering consent 

requirements.  The British Psychological Society (BPS) advises in its Code of Human 

Research Ethics4 that in research with children under the age of 16, researchers should 

ensure that parents or guardians are informed about the nature of the study and given the 

opportunity to withdraw their child from the study if they so wish (p32).  However, it also 

states that where the research is to be carried out in a school or other institutional setting, 

and where the research procedures are judged by a senior member of staff or other 

appropriate professional within the institution to fall within the range of usual curriculum or 

other institutional activities, and where a risk assessment has identified no significant risks, 

consent from the participants and the granting of approval and access from a senior member 

of school staff legally responsible for such approval can be considered sufficient (p17).  

Where all these criteria are not met, the Code advises that it will be a matter of judgement by 

the researcher and the research ethics committee, based on the nature of the methodology, 

risk and proposed participants, whether parental/guardian consent should be sought (p17). 

The British Sociological Association’s Statement of Ethical Practice5 stipulates that 

researchers must assess the child’s capacity and provide adequate information in a suitable 

format to enable the consent of the child to be sought in addition to that of the 

parent/guardian (section 30). 

The British Educational Research Association’s Ethical Guidelines for Educational 

Research6 advises that, in line with Article 12 of the United Nations Convention on the 

Rights of the Child, children should be facilitated to give their fully informed consent, but 

where they do not have the capacity to consent, researchers must also seek the 

collaboration and approval of parents/guardians (p7). 

The Medical Research Council sets out detailed guidance on Medical research involving 

children7 including the differences in legislative requirements in the separate UK nations, 

and assessing children’s capacity. 

Assent 

Where parental/guardian consent is sought because the child is deemed not to have 

capacity to provide fully informed consent him/herself, researchers must obtain the child’s 

assent in addition to the consent of the legally authorised representative.  If the child does 

not assent, this should be respected.   

 

 

                                                           
4 Available at: http://www.bps.org.uk/sites/default/files/documents/code_of_human_research_ethics.pdf  
5 Available at: http://www.britsoc.co.uk/about/equality/statement-of-ethical-practice.aspx#_clar  
6 Available at: http://bera.ac.uk  
7 Available at: http://www.mrc.ac.uk/Utilities/Documentrecord/index.htm?d=MRC002430  
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‘Opt-in’ or ‘opt-out’ methodology and its appropriateness for research involving 

school children 

The legal basis regarding consent involving children as research participants is 

straightforward as set out above, and can be easily applied and taken into consideration in 

relation to an ‘opt-in / opt-out’ research methodology.  However, it is important for 

researchers to fully consider the ethical implications of their particular research project in 

addition to the legislative requirements.  ‘Opt-out’ consent is problematic with children as 

consent is being assumed by default rather than actively established, and for a project with 

any more than negligible risk, this would be ethically suspect.  In a school setting this can be 

especially problematic as without a specific ‘opt-in’ requirement, the children may not be able 

to discern the research activity from the usual school activities, and thus will not be properly 

consenting to their involvement. 

Informing parents/guardians 

Even where there is not a legal requirement to gain the consent of a parent/guardian for the 

involvement of their child in a research project, researchers should still give serious 

consideration to making sure this is done, out of courtesy, and to avoid causing concern to 

parents/guardians when they find out, after the fact, that their child has been involved in a 

research project without their knowledge.  This can cause reputational harm to the 

researcher, and the University, and can jeopardise existing good relationships with 

institutions that currently provide access to their populations for research purposes.  

Parents/guardians often do not have a detailed knowledge of the legislation pertaining to 

research with children, and consider it their right to be made aware of any activity in which it 

is proposed to involve their child, regardless of the child’s wishes or consent.  This is 

especially the case where the research is being carried out in a school environment, and is 

outside of the usual daily school activity.  It is advisable for researchers not to leave it to the 

school to manage the provision of information to parents regarding a research project, and 

should take steps to actively inform them of the proposed activity.  It should also be taken 

into consideration that very young children cannot be relied upon to pass on information to 

their parents, and so researchers should give thought to other, more reliable, methods.   
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