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Disclaimer

-Speaker, consultancy, advisory role (non remunerated)
Apogen, Roche, Mylan, Lilly, Pfizer, Novartis, Medicines for Europe, mAbxience, European Access 
Academy (EAA)

-Speaker (fee)
Astra Zeneca, EAA

-Research funding paid to Institution: MSD; Novartis, 

-Other roles
Co-chair of the Healthcare Professional Working Party of the European Medicines Agency (EMA), 2022-
2025
Member of the EMA Cancer Medicine Forum

Former core member of the EMA Scientific Advisory Group-Oncology (2012-2021)  
Past Director of the ESMO Public Policy (2020-2022)

Cancer Drug Development Forum (CDDF) member
EAA faculty member
Access to Oncology Medicines Coalition (ATOM) advisory group member
European Coalition for Access to Comprehensive Genomic Profiling (ECGP) member



Genuine and open 

multistakeholder- 

discussion

Scientific Committee:

-Stefan Symeonides (CDDF, UK);

-Rosa Giuliani (UK)

-Jeannette Borregaard (Genmab, 

DK)

-Lada Leyens (Roche, CH)

-Rachel Giles (International Kidney 

Cancer Coalition, NL)



The workshop addressed a range of topics, from novel and 

surrogate endpoints, patient-reported outcomes and harnessing 

real-world data, to novel statistical designs and methods. 

HOW innovative trials should look like, and HOW they can be PRIORITISED and 

IMPLEMENTED within Europe

With the ultimate goal of designing trials in Europe that are more 

Efficient

Adaptive

 Inclusive 

Informative

Fit for purpose: ask the right questions, obtain the answers within a reasonable amount of time, 

and are robust enough for regulators/HTA/payers to take into account



-Tension between “acceleration” in regulatory approval 
and “deceleration” in HTA/payer validation
-MCBS
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!
Access 

starts in the 
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!

Further evidence

?

-Trial population not 

representative 

(incl/excl criteria)

-Not inclusive (race, 

social status, age, 

urban areas…)

-Dose optimisation

-Place in therapy 

(what proceeds and 

follows the cancer 

medicine in study)

Medical devices?



Happy to continue the discussion

• Rosa.giuliani@gstt.nhs.uk

• rosa.giuliani2@nhs.net

• rosagiuliani@gmail.com

• https://www.linkedin.com/in/rosagiuliani

• @RosGiuliani

mailto:rosagiuliani@gmail.com






Highlights of the Discussion

• Please provide highlights of the discussion in bullet points and 
also present multi-stakeholder perspectives discussed if 
applicable

• Point 1

• Point 2

• Point 3

• Point 4



Take-home Message

• Please provide take-home messages in three to four bullet 
points and present multi-stakeholder perspectives discussed 
during the meeting

• Point 1

• Point 2

• Point 3

• Point 4



Next Steps

• Considering the discussion, please provide next steps to be 
taken in bullet points

• Point 1

• Point 2

• Point 3
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