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Reasons for insufficient number of

pediatric trials

• Burden of disease relatively small

• Children comprise 20-25% of the population

• Diagnostic criteria difficult

• Outcome measurements difficult

• Ethical considerations

• Commercially less interesting

Why?
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Why StaR Child Health?

• Lack of evidence for decision making

• Profound lack of trials in children

• Those that are performed are of low

quality

– We are left with Bias and Uncertainty

• Children are at risk of using ineffective

medications that are not safe

Why?
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Guidance for child health clinical

trials

• Methods of research guideline development

were poorly described

• Empirical evidence for recommendations

was scarce

• Most research guidelines are limited to

“what one should aim to do” instead of “how

to do it”

Why?

Frakking et al. 2009





Who is STaR Child Health ?

• An international group of motivated and

informed methodologists, child health care

providers, and decision makers

   - Assessing current evidence for guidance

   - Identifying the gaps in knowledge

   - Ensuring that evidence based standards

     are developed and utilized for research

Who?



Stakeholders

• National & International Research networks

• Pharmaceutical companies

• Funders

• EMA / FDA

• Trialists from (Developing) Countries

• WHO

• Medical Journals: Lancet, PLoS, Pediatrics, etc.

• Children and their families

Who?



Klassen et al, Lancet 2009What?



Standard Development Groups

• Adequate Sample sizes &  Data Monitoring Committees

• Risk of Bias

• Recruitment and Informed Consent

• Relevant and standardised outcomes

• Relevant subgroups

• Age-specific dosages and administration

• Relevant comparators

• Short- and long-term participant’s safety

• Special: Implementation of standards for research with
children in developing countries

What?



Process

• Teams of experts around the world: high

and low income countries

• Assemble and evaluate existing guidance

and evidence

• Use consensus when evidence is lacking

• Identify gaps

• Prepare and maintain Standard for

research with Children

How?





Future
• Launch a new era in quality of child health

clinical research

• Develop standards for research in child health to

improve

! design

! conduct

! reporting

• Global Research in Pediatrics

Of trials with children

How?



www.starchildhealth.org


