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How does the (early phase) patient see it all? 

Nolite timere – be not 

afraid: they’re on our side and 

can be powerful allies

But they may see things 

differently (the research as a  

“T.O.P.P.”). 



Time pressure – the theme of this meeting 

It may take time NOW, but involving 

patients from the start will save time 

later!
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AND it’s the right (ethical) thing to do –

research and drug development is a 

partnership. 



Consent 



Explaining what we are asking of them 

1. Putting an invitation up front in 

straightforward words

2. Laying out the decisions and the choices to 

be made

3. Describing how they will be helped to make 

these



Presenting in a way they find easiest

1. It’s the conversation that matters.

2. Complex proposals need a summary to start .

3. A study is often best portrayed in summary picture.

4. Laying out the consequences (benefits and harms) of 

all alternatives side by side with space for the 

patient's own concerns.

5. Providing “PIS” in a way they don’t drown in detail 

and ignorance. 



What REALLY matters – the benefits and 

harms of a study

1. All potential benefits should be listed.

2. All potential harms should be listed.

3. The fact that not all potential harms are known (uncertainty) needs 
to be explicit.

4. These should not be presented apart. 

5. Potential benefits and harms of a trial should be compared with 
what would happen outside the trial

6. The harms should be separated into serious and less serious 

7. Suitable visual representations might be appropriate
Modified from Svobodova et al 2023
https://trialsjournal.biomedcentral.com/articles/10.1186/s13063-022-06780-1l 



An IDeA to help us

A 4 sided maximum “Information and 

Decision Aid” to guide the conversation 

(that fits into current practice) 



SIDE 1 SIDE 2



SIDE 3 SIDE 4



My key points 

1. Let’s work with patients and patient groups (PPI). 
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2. Sponsors and clinicians need to work more closely 

(mind the gap).

3. There are many examples / models to help.

4. We must see consent as a conversation and 

process, recognising the individuality of each patient 

(and their decision making). 
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Phew! 

The end!

Very happy 

to (try to) 

answer 

questions. 

Fair consent

http://www.hra.nhs.uk/


Our duties around consent 1

1. Taking it seriously 

2. Explaining what we are asking of 

participants 

3. Presenting the proposal in a way 

participants find easiest

4. Recognising participants as individuals 

5. Helping participants make a decision / 

choice (they can be happy with ) 



1. Ensuring consent processes meet their 

stated purposes - helping participants 

represent their own interests and exercise 

their autonomy 

2. It’s NOT an exercise in exculpation

3. Finding out what matters to our patients… 

Our duties around consent 2
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