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Results reveal…



Brief for today

How do we deliver more 
successful IBD investigator-
initiated trials from the UK?

What were the secrets to 
success in PROFILE? Can you 
give us your tips and tricks?



RCTs are critical to shape healthcare policy, 
guidelines, and change clinical practice



Not so long ago…



But in just the space of a few years…



Getting harder to deliver IBD trials

Harris MS et al. Gastro 2019Uzzan M et al. JCC 2023



My lessons learned from PROFILE

• How do you put together a winning team to deliver a clinical 
trial?

• What are key factors to help determine “success”?

• What are major pitfalls to watch out for?

• How do we move forward as a field – to deliver the IBD 
clinical trials of the future?



Steps to success 1 - Brains



What’s more important than brains?



Steps to success 2 – great teams
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Research for all…not ivory tower research



LeadershipWhat is even more important than brains or brawn?



Steps to success 4 – Work closely 
with patients & patient organisations



Healthcare changed forever since pandemic

Lees C et al. Gastro 2020



Steps to success 5 – Embrace new 
ways of delivering trials

Noor NM & Siegel C. Gastro Hep, 2023



Steps to success 5 – Embrace new 
ways of designing trials

Noor NM & Raine T. Nature Rev Gastro Hep, 2023



Steps to success 6 – Support and provide 
opportunities to next generation of PIs



Conclusions

• RCTs are crucial to influence healthcare policy, guidelines and practice

• Academic (investigator-initiated) trials are the bedrock for any speciality -

incredibly hard to deliver but critical to determine optimal treatment strategies

• PROFILE is a huge success story for UK (and global) IBD community

• To deliver trials like PROFILE you needs brains, you need brawn, but most 

importantly you need great leadership

• We need to embrace innovations to deliver the IBD clinical trials of the 

future (and provide opportunities to develop a cadre of academic IBD trialists)



HUGE success story for IBD community
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