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Fundamental principles underpinning 

the rights of the child   

principles of the

ñBest interestsò 

ñEvolving capacitiesò

of the child

International Convention of the Rights of the Child 

(UN)
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RESPECT FOR PERSONS
ü person with impaired or diminished autonomy (dependent or 

vulnerable) should be protected from harm and abuse and 

provided with the necessary conditions to exercise his/her 

autonomy and  self-determination

BENEFICENCE / NON-MALEFICENCE

ü Obligation to maximize benefits and to minimize harms by

- a specific risk/benefit balance assessment

- avoiding unnecessary trials

ü Fair distribution of burdens and benefit of the research

JUSTICE



Childôs information/assent according to age
European Ethical Recommendations 2008

Ĕ capacity to make adult decisions

Ĕassent must be sought and respected

increasing capacity to understand benefit and risk 

and to read information Ĕ to agree

(óschool ageô Ĕ possible to obtain assent in writing)

· 0-3 year 

· 3-4 years

·Adolescents

understanding of research is not expected 

Assent not possible 

· from 9 years

Emergent capacity to agree



AGE LIMITS  TO ENSURE THE RESPECT OF THE CHILDôS WILL

ESTONIA

SPAIN

DANEMARK

NETHERLANDS

15years

12 years

12 years

15-17years

7-17years

FINLAND

Altavilla A., Giaquinto C., é Ceci A., Journal International de Bio®thique, 3/2008:17-48

Altavilla A., Giaquinto C., éCeci A., Pharmaceutical Policy and Law, 11/2009:1-9
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RESPECT findings:

üChildren/parentsô comprehension of information provided is 

limited 

ü In the decision-making process, parents potentially fail to 

grasp the distinction between the imperatives of clinical 

research and of ordinary treatment

HIGHER participation rate 

because of the modest appreciation of

risks, discomforts, constraints
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RESPECT findings:

üparents can perceive time pressure to start the treatment 

(that can lead to a lack of time to discuss all the possibilities 

with the physician)

ümore attention should be paid to the emotional state and 

stress of families in the situation of disclosure of a diagnosis, 

frequently associated with the consent procedure 

ü Addressing available psychological knowledge might be 

helpful in understanding the needs of children and parents
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Recommendations

üTo let children to acquire awareness and competencies 

on critical issues related to clinical research

üTo include young patients in the decision-making 

process
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Ç be aware that parents/legal representatives have to provide 

authorization for allowing him/her to participate in a clinical trial

taking into account that

- he/she has been requested to participate in a clinical study that is 

different from medical care

- study protocol has been approved by an Ethics committee

- appropriate paediatric expertise has to be available in the trial site

- any medical procedures should be used to minimise pain, discomfort, fear   

and any other foreseeable risk

- arrangements for fair compensation in the case of damages are provided

Recommendations on Children rights
according to EU ethical/legal framework
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Ç be aware that he/she is entitled to participate in the decision 

process to take part in clinical trials, receiving comprehensive 

information from doctors/investigators and parents in order to 

provide assent
- information in a language and wording appropriate to age, psychological 

and intellectual maturity 

Çbe aware of the nature of procedures and possible pain and 

discomforts arising from the trial

Recommendations on children rights
according to EU ethical/legal framework
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Ç be aware that he/she is not obliged to accept

- he can refuse or withdrawn his/her assent at any time without leading  

to any liability and/or to any form of  discrimination, in particular 

regarding the right to medical care

Ç be aware that in case of different opinion between him/her 

and parents every effort should be done to understand and 

respect his/her opinion

Recommendations on children rights
according to EU ethical/legal framework
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Ç be aware that there must be not inducement either for 

him/her and his/her parents (legal representatives) to enter in a 

clinical trial

Ç be aware of the right to access to the global results of 

research after it is completed 

Çbe aware of the right to the respect of confidentiality of 

his/her personal data

Ç he/she can ask for having a reference person and/or for 

psychological support to clarify his/her doubts and /or to be 

helped

Recommendations on children rights
according to EU ethical/legal framework
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Conclusions

To avoid inequalities in the protection 

of childrenô rights across Europe

üNeed to implement European Ethical recommendations

at national/local level

üNeed to provide parents/children with comprehensive

and intelligible practical guide addressing relevant aspects

of clinical research
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More collaboration and engagement 

of stakeholders 
(Patientsó/parents association, doctors, Regulatory Authorities, 

Ethics Committees, CROs, educatorsé)

To increase awareness of and 

to empower the role of children/parents 

in decision process while safeguarding

safety, rights and well-being of children 

Public registry/Databases    
Networking Training/Debates/

Sharing of experience       
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annagrazia.altavilla@univmed.fr
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