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Disclaimer

The views and opinions expressed in the following PowerPoint slides are those of the 
individual presenter and should not be understood or quoted as being made on behalf 
of the European Medicines Agency or its scientific Committees.
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Historical perspective on paediatric (oncology) drug 
development

• Common off-label use

• Progress through (inter)national clinical trials and consortia

• Safety/efficacy data available from academic trials
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Who is supporting paediatric (oncology) drug 
development?

50% vs only 25% of oncology trials have some industry involvement*

* Clinicaltrials.gov export 2000 – 2020 for oncology trials
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Objective 

 How can we further enhance academic/industry collaboration for the 
acceleration of drug approvals.
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Fit for filing working group

Thank you also to

Academia:

• Pam Kearns (University of 
Birmingham)

• Bram De Wilde (Ghent University 
Hospital)

• Beth Fox (St. Jude Children’s Research 
Hospital)

Regulator:

• Greg Reaman (FDA)

• Dominik Karres (EMA) 

Patient Advocacy:

• Donna Ludwinski (solvingkidscancer)

Industry:

• Elly Barry (Day One)

• John Manlay (Pfizer)

• Mark Kieran (Day One)

Additionally:

• Rosanna Ricafort (BMS)

• Kathleen Neville (JNJ)

• Marieke Willemse (Princess Maxima)
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Methodology 
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Knowledge and expertise gaps
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Set of recommendations – general principles

• Early planning and prospective collaboration. 

• Defining the type of trial and the nature of the collaboration.

• Continuous and transparent communication.
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Specific recommendations 

• Essential documents

• Identifying essential documents

• Storing and filing essential documents

• Essential data

• Relevant essential data identification and capture
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Specific recommendations 
• Data management

• Development of a data strategy agreement
• Data management plan
• Trial databases
• Case report form development
• Quality control

• Trial resources

• Transparent expectations and capabilities
• Experience sharing

• Call for early dialogue with regulators
10



Classified as public by the European Medicines Agency 

Wider context 

While this paper focuses on paediatric 
oncology, the recommendations hold true 
across all populations and therapeutic 
areas. 

It can therefore also inform discussions 
under the ACT EU work plan, where 
academia-led clinical trials are a particular 
focus area.
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J Clin Oncol. 2022 Aug 10;JCO2200033. doi: 10.1200/JCO.22.00033. 

https://www.ema.europa.eu/en/documents/other/act-eu-multi-annual-workplan-2022-2026_en.pdf



Classified as public by the European Medicines Agency 

Webinar series 
Improving academia-industry collaborative trials
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https://www.accelerate-platform.org/fff-webinars
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