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Selection of recommendations:

To RECs:

- Communication: foster ongoing discussions between REC’s and researchers

- Review criteria: practical and flexible ethics criteria frameworks/checklists

- Third Party risk

To researchers:

- Tailor study application preparations

- Realise what REC’s look for: explain study rationale, justification, participant selection

- Production and QC of challenge strains

Jamrozik et al. Biologicals 85 (2024)



Guidance on strain selection

Recommendations on manufacturing requirements, including GMP-requirements: 
flexible adaptation based on GMP whilst taking (im)possibilities into account

Possibilities and liabilities of sharing strains

Corti N. et al. Biologicals 85 (2024)



Standardised immunological assays

Dose-escalation adaptive design

Recommendations on clinical and microbiological endpoints and their role in 
clinical development pathway

Meln I, Cnossen V et al. Biologicals 90 (2025)



Where are we on the road?



Where are we?

Clostridium difficile:

 LUMC: First cohort dosed, preparations for second cohort underway

RSV:

 CHDR: All participants dosed

Influenza:

 Strain selection performed, production underway, study planned for 2026



Issues encountered along the way



Clostridium difficile

Novel model developed

GMP-like production and development of the product dossier

Spread of spores: bystander risk?



RSV

Conducted as outpatient CHIM: what are the requirements? 

Bystander risk? Burden to participants?



Influenza

Conducted as inpatient CHIM

Impact of quarantining on participants? What needs to be taken into account for 
participants? How to incorporate participant input in trial design?



General issues on the path

Adaptation to novel regulations (EU Clinical Trials Regulations)

Genetically Modified Organisms



Refinement of the regulatory context

Follow the recommendations of previous workshops: further advance dialogue 
with researchers, REC’s and regulatory bodies

More paperwork not necessarily the solution, aim to improve the paperwork and 
incorporate flexibility 

CHIMs are more and more needed and applied, need to continuously engage with 
regulatory bodies to keep up with all developments

Refine regulatory context of controlled human infection models in order to 
smoothly accelerate and de-risk vaccine development



https://www.imi.europa.euhttps://www.imi.europa.eu
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Thank you for your attention and we are looking forward to the discussion!

https://www.imi.europa.eu/
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