
EIP
Biosimilar Working Group Update 

Monthly meeting of EIP members to discuss immunogenicity topics 

related to biosimilars

§ Key publications, regulatory topics & updates, ideas, and challenges

§ Ph3-waiver publication; deprioritized in 2025 - pending new data

§ BIOSIMM (Biosimilar Immunogencity Consortium) initiated, open to non-EIP 

members, led by Inga Moreau, Sophie Tourdot, Martin Ullmann, Andreas Seidl



BIOSimilar IMMunogenicity Consortium – Overview

• Formed under the auspices of the EIP as a separate working 
stream of the biosimilar subgroup

• Initiated at 16th Open Scientific EIP Symposium, Feb 2025
• Funding under investigation
• Open to new members (also non-EIP), main focus EU-region

Members

Companies with either in-depth immunogenicity experience in
- biosimilar programs and/or
- in-vitro assays/ex-vivo models

Means: active contribution, lab capacities, consumables

Participants (17)
Pharma (7), CRO (9), University (1)

Lead/ Contact
Inga Moreau, Andreas Seidl, Martin Ullmann, Sophie Tourdot 

(inga.moreau@formycon.com)

Biosimilars - IRA

Known immunogenicity risk (IR) from reference medicinal 
product (RMP).

Same amino acid sequence, but different production process, 
and formulation
Ø small, monitored differences in PTM and process impurities
Ø impact on immunogenicity to be assessed in a comparative 

manner

Comprehensive and comparative analytical characterization is 
the strong fundament in demonstrating biosimilarity.

Goal

Identification of suitable in-vitro/ex-vivo method(s) for an ideally 
clinically predictive comparative Biosimilar IRA
An individually adapted clinical immunogenicity program



BIOSIMM - details

In vitro assays applied to 
assess product-related 

risk 

Observed clinical Immunogenicity 
might differ from the IRA outcome

Measure in a panel of in vitro/ex-
vivo immunogenicity assays 
(reflecting innate and adaptive 
immune response)

Observed clinical Immunogenicity

RMP & Biosimilar drugs with a relative difference in 
clinical % ADA incidence of >10%

Searching for answers: e.g. 
v Can the clinical difference also be detected in (one of) the assays?
v What is the minimal threshold of ADA% incidence difference which can be identified?
v Impact of molecule, impact of MoA on the outcome
v Which assays are more suitable than others for a certain difference (e.g. glycosylation, …)?
v …

BIOSIMM approach

Data contribute to 
the overall IRA



BIOSIMM – results

Accomplishments

• Thorough review of clinical data of biosimilars approved by 
EMA and/or FDA 

• Selection of “positive controls”, i.e. compounds that exhibit 
at least 10% ADA incidence and 10% relative ADA difference 
between biosimilar and one RMP

Major next steps

1. Define assay/models panel and individual assay set-ups 
in expert groups

2. Test first batch of “positive controls” 
3. Identify most promising assays for in depth testing
4. Set up rules and agreement under which the work will take

place and secure funding

Questions? Interested? Come  join us to our informal biosimilar lunch session today today during lunch in the poster and exhibition room!

Further selection and categorization: 
Ø Molecule, MoA, disease
Ø Low/high ADA% incidence
Ø Difference in ADA magnitude
Ø Influence on PK or safety
Ø Analytical data
Ø Manufacturing changes

> Phase 1


