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The purpose of the research is to obtain knowledge relevant to the health,
wellbeing or healthcare needs of children.

Researchers can only involve competent children if they have obtained their
informed consent beforehand.

A child's refusal to participate or continue in research should always 
be respected.
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Are the investigators and other members of the research team qualified to perform

each of the procedures or assessments specified in the protocol and recognise

potential risks and adverse outcomes? Does the research team have appropriate

skills and expertise in caring for children of the ages included in the study?

Will research be performed in a setting that is 'friendly' to children of the ages

included in the study? Is the setting appropriate for the physical, clinical, psychological

and emotional needs of those age groups?

For research that involves more than minimal risk, does the research protocol have

an adequate plan for monitoring the safety of the child participants? Does the

monitoring plan provide for the inclusion of professionals with the appropriate

expertise in paediatrics?

If the protocol presents the risk of a physical or psychological emergency, is the

research setting equipped to respond? Are plans for responding to an emergency

specified in the protocol?

What are the stopping rules or 'endpoints' for early discontinuation of the research
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5.1.4 Assessing the competence of a child to consent

While normally increasing with age, competence is considered not to depend
primarily on age, but rather on the ability to understand and weigh up options.
It can be influenced by the way information is presented – many children will be
competent if information is presented in an appropriate way and they are
supported through the decision-making process. The Central Office for Research
Ethics Committees (COREC) provides a useful template for designing patient

















 

 
(b) either – 
 (i) is evidenced in writing, dated and signed, or otherwise marked, by 
     that person so as to indicate his consent, or 
 (ii) If the person is unable to sign or to mark a document so as to  
     indicate his consent, is given orally in the presence of at least  
     one witness and recorded in writing.” 
  
Confidentiality  

The duty of persons to whom personal information has been given not to 
share the information with any unauthorised person. For more information 
about what this involves in practice, see 5.2.  

 
Competence  

The ability of a person, given the necessary information, to understand the 
nature and the consequences of the proposed procedure or treatment, and 
to use that information to make a valid choice in accordance with their own 
fundamental values. Please refer to 5.1.4.  

 
Consent  

The voluntary agreement of an adult or competent child, based on adequate 
knowledge and understanding of relevant information, to participate in 
research. For further information please refer to Section 5.  

 
Family  

A group of individuals who together form a social structure; a family may 
or may not include biological relatives.  

 
Harm  

That which adversely affects the interests or welfare of an individual. This 
may be physical harm, discomfort, anxiety, pain, and psychological 

disturbance or social disadvantage (ostracism).  
 
Investigational medicinal product  

A pharmaceutical form of an active substance or placebo being tested or used as 
a reference in a clinical trial, including products already with a marketing 
authorisation but used or assembled (formulated or packaged) in a way different 
from the authorised form, or when used for an unauthorised indication, or when 
used to gain further information about the authorised form.31 

 
Off-label  

Term used to describe a medicine used for an indication, dose, or route 
of administration outside the terms of the product licence.  

 
Parent/guardian  

The term "parent/guardian" is used in these guidelines to describe those with 
legal responsibility for the child. The Children Act 1989, the Children (Scotland) 
Act 1995 and the Children (Northern Ireland) Order 1995 set out who has 
parental responsibility in their respective jurisdictions. The Adoption and Children 
Act 2002 s111(2) has recently extended the definition of those with legal 
responsibility for the child to include unmarried fathers who have entered into a 
legally binding Parental Responsibility Agreement.42 
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www.dh.gov.uk/PolicyAndGuidance/HealthAndSocialCareTopics/Consent/ConsentGeneralInformation/fs/en
www.statistics.gov.uk/children/downloads/child_cancer.pdf
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