
Fostering Age Inclusive Research (FAIR) Trials for 
Adolescents and Young Adults

Beate Wulff 
F. Hoffmann-La Roche, Ltd.
Ethics Committee Medical Faculty University Duisburg-Essen 



Why FAIR trials

● Research into teenage and young adults` cancer has made slower progress 

than for any other age group

● Enrollment of adolescents with cancer in clinical trials is much lower that of 

pediatric patients

● Many clinical trials exclude patients below 18 yrs of age - without medical 

justification

● For adolescents with “adult-type” cancers, lack of access to relevant trials

● To confront this problem, the Working Group on Fostering Age Inclusive 

Research (or FAIR Trials) was established in 2017 by the ACCELERATE 

Forum



Scientific rationale and medical justification

● Similarity of the target disease in adults and adolescents

● Similarity of pharmacokinetics of drugs and therapeutic proteins between 

adolescents and adults - FDA review of 2013 observed clearance in 

adolescents averaged 88.6% and 95.1% of the adult clearance for the IV and 

PO administered drugs

● Adolescents doses may be able to be derived using adult data

● Similarity in safety and tolerabilitty profiles in adults and adolescents

⇒ It can be recommended to include adolescents (ages 12-17) in disease-

and target-appropriate adult oncology trials (FDA, EMA, EFGCP) 





ACCELERATE trial strategy for adolescents and young adults





Industry support
https://www.accelerate-platform.org/fair-trials/ Industry organisation letter of support

June 19,
2020



Patient and Parent advocates

https://www.accelerate-platform.org/fair-trials/

“Personally, I have witnessed how devastating it can be for a teenager
to receive the news that they can't be helped because they don't meet
an age inclusion criteria. A friend of mine, who was diagnosed with
rhabdomyosarcoma and was just a few months away from being 18
years old, was denied access to a clinical trial because of his age. I am
thrilled to be part of this initiative as a patient advocate and I wish to
help shape the dialogue and raise awareness on this very important
issue, hoping to encourage the different stakeholders to recognise how
not only patients but also the medical and research community can
benefit from this more inclusive approach." - Mariana Coutinho,
Portugal



FAIR Group Action Points

9Fostering Age Inclusive Research Group

Increase awareness of tools or 

information supporting inclusion 

of AYA patients 
helps to

- positively influence decision 

making in consideration of trials 

including AYA patients 

- address scientific-knowledge gaps 

impacting AYA inclusion in adult 

trials 

- Ensure minimum requirements 

are in place 

AYA Toolkit
Regulatory aspects

Protocol elements

Assent guidance

Other protocol tools (e.g. 
PROs)

List of ongoing AYA friendly 
trials

AYA-friendly clinical sites



FAIR for AYA STAMP

https://www.accelerate-platform.org/fair-trials/

The First three STAMPS
▪ Roche: TAPISTRY (Phase II)
▪ Eli Lilly/Loxo Oncology: LIBRETTO-001

(Phase I –II)
▪ Eli Lilly and Cie: LIBRETTO-531 (Phase III)

FAIR for AYA STAMP offered for trials which actively avoid 
unnecessary barriers based on age

Structure of confidentiality set up 



Representatives of the German FAIR trial group
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Germany

Paediatric Oncologist
involved in early drug development

Cornelis van Tilburg, KiTZ Heidelberg 

Beate Wulff, EC Essen

Medical  Oncologist 
involved in early drug development

Stefan Fröhling NCT Heidelberg

• 07/2018: set up of German FAIR special interest

group (paed/adult oncologists, parent representative,

project manager) including an overall action plan

• 09/2018: preliminary identification of early phase

centers pediatric/adult collaboration

• 10/2018: endorsement of German FAIR group by

GPOH chairman group

• Identification/contact the adult phase

I/II units

• Further actions in collaboration with

paediatric oncologists, parent

representative



Early phase centers Pediatric+/-Adult Oncology Germany – Preliminary Overview 2019

GermanySites that are able to perform early phase trials 

in both adult and pediatric oncology



German Network and Collaboration for FAIR  





TAPISTRY:
‘Tumor-agnostic precision immuno-oncology and somatic 
targeting rationale for you - A phase II platform trial’

Enrollment via 
local high quality 
NGS testing
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A global and extensive pediatric footprint

Pediatrics only (n= 21)

Hybrid (n= 36)

KEY



Summary, perspectives - How Ethics Committees could help 

● Scientific rationale and medical justification support the inclusion of 

adolescents (ages 12-17) in disease- and target-appropriate adult oncology 

trials 

● This approach can be expanded to all age groups and to other disease areas

● Age inclusive trials allow earlier access to innovative drugs for children, 

adolescents and young adults

● Earlier information on safety and efficacy will inform the overall clinical 

development plan for children and has opportunity to earlier drug approval

● Awareness, knowledge sharing and multistakeholder support are instrumental 

to promote these activities


