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VALUE-based oncology care: the role of biosimilars…is STRAIGHTFORWARD 
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http://www.pharmatimes.com/news/nhs_saves_more_than_700m_on_medicines_costs_1300451?utm_source=Virdis+Newsletter&utm_medium=email&utm_campaign=virdis+news+alert

The cumulative savings between

2016 and 2020 in the EU5 and the

USA are estimated to range

between 49 and 98 billion Euros

Delivering on the Potential of Biosimilar

Medicines: The Role of Functioning Competitive 

Markets Introduction (2016).

Over £ 700 million from the 

annual medicines bill

to REINVEST 

in new treatments



SCIENCE + My EUREKA moments 



When the manufacturing process of the originator changes (type II variation) new data 

on safety and efficacy related to the new process are NOT requested

Changes in the manufacturing process 

after approval include

-Supplier of cell culture media

-New purification methods

-New manufacturing sites

Product changes are closely monitored 

by regulators

Changes of originator/reference biologicals are well known



Variability between different batches of a biological medicine

! Amino acid sequence and biological activity remain the same

EMA/EC Biosimilars in the EU, information guide for HCP 



Number of manufacturing changes

Vezér et al. Curr Med Res Opin 2016 

Changes of manufacturing

must be shown to have

NO impact 
on the identity, purity, 

potency, quality,

and safety of product



Rompas Am health and Drug Benefits, 2015Regulatory development of biosimilars in EU

Comparability in a X product

following changes in the 

production process

Comparability of 

recombinant drugs

developed

by another manufacturer

June 1998

CONCEPT paper

On comparability

of biotechnology-

derived products







https://www.who.int/biologicals/biotherapeutics/similar_biotherapeutic_products/en/

https://www.who.int/medicines/regulation/biotherapeutic_products/en/



EMA/EC Biosimilars in the EU, information guide for HCP 

Understanding biosimilarity



McCamish, Clin Pharmacol Ther, 2012

Demonstration of 

clinical effect

Demonstration of 

similarity

Understanding biosimilarity

EMA/EC Biosimilars

in the EU, HCP guide 

Step-wise approach for 

biosimilar development



https://www.ema.europa.eu/en/human-regulatory/overview



Assessment templates and guidance



https://www.ema.europa.eu/en/medicines?search_api_views_fulltext=biosimilars



Do I want/ need to discuss clinical trials in detail?

None of them added KEY info to biosimilars development. They

confirmed what was already known from analytical studies



The importance of backing up science: ESMO position

ESMO Special session during

ESMO 2017 in Madrid

(700 participants)

“The incoming wave of biosimilars

In oncology”

2017

2018

2019

ESMO survey on awareness on 

Biosimilars launched

during ESMO2017 in Madrid. 

Presented @ ESMO colloquium

(ESMO 2018, Munich)

Position 

paper
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remove barriers



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



BIOSIMILARS 

Ongoing projects 

Education Awareness Engagement Papers 

• 2 E-learning modules for 
oncologists and patients 

• Infographic for patients (to 

be translated in different 

languages) 

• Tool: Dedicated biosimilars 
page & portal on ESMO 

website   

• Survey with nurses – 

ongoing  

Representing clinician’s 
perspective in various meetings 

(Medicines for Europe, regulatory 

agencies, DIA etc) 

Regular sessions at ESMO 

Congresses 

ESMO survey results paper 
Knowledge and use of 

biosimilars in oncology: a survey 

by the European Society for 

Medical Oncology (2019) 

Preparing for the incoming 
wave of biosimilars in oncology 

(2018) 

ESMO Position paper on 

biosimilars (2016) 

 



EDUCATION: patients’ infographic



Sept 2020

CONSENSUS GUIDELINES



WHY are we still discussing the role of biosimilars?

It is not a rethorical question

Are clinical efficacy trial needed?

Regulatory experience and technological advances (high performing analytical tools)

Never added crucial information about biosimilars

Do we need EXTRA-monitoring? NO

Pharmacovigilance systems and Risk Management plan are robust



-Biosimilars: do they exist?

-Biosimilars: how similars are 
there? 

-Barriers to the use.. 

-The challenge of…

-Paving the way for…

-The rise of 
biosimilars

-Are 
biosimilars the 
future in 
oncology/haem
atology?

2004 2008 2018/9

The End of Phase 3 

Clinical Trials

in Biosimilars

development?
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MoA

Clinical Quality Attribute

PK, efficacy, safety, immunogenicity

YES NO

No clinical

trial needed

Clinical

trial needed
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HOW TO BUILD → HOW TO CONSOLIDATE CONFIDENCE
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Biosimilars

Confidence

SCIENCE REGULATORY EXPERTISE


