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WHY BIOSIMILARS ARE RELEVANT TO MY PRACTICE 

HOW DID I BUILD CONFIDENCE
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THE ESMO BLUEPRINT TO TACKLE CANCER
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HCPs perspective: BIOSIMILARS & ACCESS & SUSTAINABILITY
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Increase confidence in treatment
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CONFIDENCE

SCIENCE REGULATORY EXPERTISE

UNDERSTANDING BIOSIMILARS is the RESULT OF SHARING KNOWLEDGE

LEARNED SOCIETIES

EXPERIENCE



The KEY role of learned societies: ESMO in action



https://www.esmo.org/Policy/ESMO-Biosimilars-Portal



Patients’ support



Promote the availability and support uptake of biosimilars in healthcare systems 

Further develop strategic communication campaigns to healthcare providers and patient organisations to reinforce trust and confidence; 

Enhance training of non-EU regulators in the evaluation of biosimilars

Address regulatory challenges in manufacturing e.g., statistical assessment of CQAs in the comparability exercise and the evolution of 

multisource biologicals/biosimilars; 

Further develop the biosimilar framework, adapting the clinical part of the development to the latest scientific knowledge concerning the 

comparability assessment.

COOPERATION with EU BODIES



WHY are we still discussing the role of biosimilars and how to build confidence?

Biosimilars (as their originator) changed the natural history of many cancers

Is the phase III trial validation needed?

Regulatory experience and technological advances 

(high performing analytical tools)

Phase III trials never added crucial information about 

Transparency in benefit sharing plans may play as enabler

Beneficiary: patients and consumers

And now confidence is at the extent that...
v. personal position

The most impressive enabler: equal access 



Adapted from Steinar Madsen, 

Biosimilar Medicines Conference 2017 
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I am (stuck) here 

The “FUNNEL” effect

Cancer services?

Cancer Drugs?

Healthcare system more in general?

Workforce?



Biodrugs, 2022

!
TRANSPARENCY at the beginning 

and during the whole process



INDUSTRY
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The Biosimilar Atomium: maintaining confidence
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THANK YOU FOR ATTENDING TODAY!
rosagiuliani@gmail.com

rosa.giuliani2@nhs.net

@RosGiuliani

Thank you for attending this session, 

please do not hesitate to send any questions you may have to

esmo@esmo.org

and we will be happy to answer them.

mailto:rosagiuliani@gmail.com
mailto:Rosa.giuliani2@nhs.net
mailto:esmo@esmo.org
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