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Disclaimer

The views expressed in this presentation and debate are the personal views of 
the presenter and may not be understood or quoted as being made on behalf of 

or reflecting the position of the European Medicines Agency or one of its 
Committees or Working Parties.

The presenter has no relevant or apparent financial relationships to disclose.
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Outline

Update of EMA materials

2

Biosimilars as Regulatory Science priority1
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HMA Working group on biosimilars

Toolkit for Member States

5 Analysis of stakeholders’ information needs
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Biosimilars as a Network priority
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Promote the availability and support 
uptake of biosimilars in healthcare 

systems

Advancing
patient-centred

access to medicines
in partnership

with healthcare
systems

• Strategic communication campaigns to 
patient and healthcare professional to 
reinforce trust

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

• Address regulatory challenges
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HMA Working Group on Biosimilars
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Experience communicating on biosimilars

• Lack of unbiased and reliable information is still a barrier to sustainable uptake

• Taking seriously all concerns from patients and healthcare professionals is key

• Public health initiative for enhanced credibility:

 involving scientific experts + healthcare professionals/patients

• Important to get consistent messages across the EU

• Need to anticipate upcoming challenges & information needs

 Address understanding of interchangeability and gaps in information
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Biosimilar toolkit for Member States
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HMA 

Working 

Group on 

Biosimilars

• New modular information pack on biosimilars targeting healthcare 

professionals and patients.

• Toolkit available to Member States to support their own communication 

campaigns – flexibility based on needs

• Including up-to-date EU materials developed to date

• New information elements on:

 Biosimilar regulatory approval process
 Efficacy and safety of biosimilars
 Interchangeability
 Case studies on uptake of biosimilars resulting in savings
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Work to date

• Review of material that is available in relation to biosimilar medicines

• EMA information considered gold standard

• Documents drafted in relation to:

• Regulatory approval process

• Interchangeability

• Safety and efficacy

• Suggested approach:

• Update of current EMA material

• Repurposing of current EMA material so as to provide in alternative formats

• Stakeholder survey to capture information needs of our stakeholders
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EU strategy for improving understanding on biosimilars
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Improving understanding  
to increase trust

Enhanced 
transparency 

on benefit-risk

Medicine overviews

Continuous education

Guide for HCPs
2017

Patients’ 
Q&A
2016

Collaboration with 
stakeholders

Building up on a successful 
multi-stakeholder approach set 

up by the EC

• EMA working parties with 
healthcare professionals and 
patients/consumers

Supporting consistent 
messages

Guide for HCPs translations

Video
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Updating the HCP guides with links to the interchangeability statement

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

Translations of the 
biosimilar guide into 23 
official languages

Updated guides for HCPs with 
disclaimer and link to 
interchangeability statement and Q & A

https://www.ema.europa.eu/en/human-regulatory/overview/biosimilar-medicines-overview
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Outcome of March 2023 discussion with stakeholders
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Need identified for further analysis of stakeholder needs to feedback into Toolkits

• 26% of registered participants replied to the pre-meeting survey (n=26) , with 77% of respondents (20 

out of 26) based in the EU

• Wide representation of stakeholders, including patients, consumers and HCPs

• There is room for increasing information on biosimilars - over 50% of respondents (13 out of 

25) are not very informed or somewhat informed

• 84% (21 out of 25) of respondents have no reason not to trust interchangeability of 

biosimilars 

• Reasons for lack of trust on interchangeability (16%, 4 out of 25) include lack of comparative 

studies, resource implications when training patients to use another device after switching and potential 

loss of efficacy due to immunogenicity
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2023-2024 work – External collaboration

Objectives

• Review and update of current EMA 

communication materials on biosimilars.

• Review and progress on translations.

• Gap analysis of communication needs, including 

on 'interchangeability’, between MSs, patients and 

healthcare professionals (HCPs), with a view to 

informing further communication activities or 

refreshing/reusing existing materials.
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Deliverables

• Update of EMA guide on biosimilars for HCPs 

and proposal for update of other materials 

(patient Q&A, videos) if needed.

• Analysis of stakeholders’ information needs on 

biosimilars, in particular on interchangeability and 

recommendations for improving EMA information 

materials.

• Input into national toolkit discussions.
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Points for discussion

• Stakeholder survey to gather information needs on biosimilars

• Scope of the survey 

• Survey timelines - expected Q1 2024

• Inform ongoing work on the toolkit

• Follow up with organisations on outcome of survey

• Review and update of EMA materials

• Guide for HCPs – addition of disclaimer done

• Toolkit discussion

• Objective of engagement with eligible organisations representing patients, consumers and healthcare 

professionals

• Plans for user-testing of toolkit materials 
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Thank you for your attention

Bernard.Duggan@hse.ie
rosa.gonzalez-quevedo@ema.europa.eu

Heads of Medicines Agencies: HMA Working Group of Biosimilars (BSWG)

Further information

With thanks to Toolkit drafting group, BSWG and Steffen Thirstrup

mailto:Bernard.Duggan@hse.ie
mailto:rosa.gonzalez-quevedo@ema.europa.eu
https://www.hma.eu/about-hma/working-groups/hma-working-group-of-biosimilars.html
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