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Talk outline

●Patient and Public Involvement (PPI) in general

●PPI in SPIRIT-CONSORT extension

●PPI panels in clinical research

●PPI panels in clinical trial design using surrogates

●Patient understanding of surrogates

●Final thoughts



Google search: ‘patient and public involvement 

research’ 1 Jan – 31 March 2024



Public Involvement in development of Surrogate 

reporting guidelines

Key factors:

●Safe space to talk - rooted in our questions and concerns about surrogates

●Good explanations of what it was about - using metaphors, drawings, basic 

guides

●Clear point of the discussion - the benefits and risks of using surrogates, the 

uncertainties and the lack of clarity about what participants are told

●The purpose of the meeting - to improve the CONSORT/SPIRIT guidance

●Recognising the contributions made by people and recompense for time



PPI panels in clinical research

Patient and public involvement is engagement in a study setting 

and involves conduct of research ‘with’ or ‘by’ members of the 

public rather than ‘for’, ‘to’, or ‘about’ them.

Public engagement is crucial for trial planning and conduct and 

also translation of trial findings and increasing benefit for trial 

participants and the public.

Public engagement and informed consent are mutually supportive 

aspects aimed at the same goal: ensuring conduct of research in a 

respectful manner and maximising its social value.



PPI panels in clinical trial design using surrogates

PPI representatives must understand the proposed surrogates

All parties must listen and understand each other’s points and views

Surrogates are common and accepted in some areas, novel or controversial in 
others

Clarity on how well the surrogate predicts the target outcome and how robust the 
measures are

What is important to the patients?

What are the practical aspects?

What effects on consent (recruitment)?

What will be the future benefits for patients and the public?



Patient understanding of surrogates

Patients must understand the surrogates used

Consent cannot be ‘informed’ without that 

understanding



Research team & patient communication: 1

Patients must be informed in plain (lay) language 

what the surrogate endpoint is

Identify any web resources that may be helpful to 

give more information



Research team & patient communication: 2

Clarify why the surrogate endpoint is being used 

e.g. faster approval of the intervention and 

subsequent future patient benefit



Research team & patient communication: 3

Explain the uncertainty of how well the surrogate 

predicts the target outcome



Research team & patient communication: 4

Explain that the trial size and duration of the 

intervention may not be sufficient to identify all the 

harms of the intervention



PPI and the statistician

A good statistician will always be able to think like 

a patient
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