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Patient involvement in clinical 
research

WHY?

Clinical research and clinical studies are all about the patient so it is 

logical to consider the patient as the primary stakeholder

The patient can enrich your study design and can contribute valuable 

viewpoints 

The proposal will be evaluated by patient representatives so it would 

be good to have a test audience in house before you submit your 

proposal
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Patient involvement in clinical 
research

Patient involvement, which patients?

Patient involvement should come from real patients, patients that have 

lived the disease or that have been witnesses of a real patient living 

the disease. Paediatric patients and patients with disabilities (perhaps 

due to high age) can be represented by a close relative witness, a 

proxy.

Or representatives of a patient organization of the given disease.

Erik Briers MS PhD 3



Patient involvement in clinical 
research

Patients, where to find?

As an expert in the treatment of patients with the study disease, your 

own patients are the first place to go and look.

If available a patient organization can be a great help, but it should be 

composed and represented by real patients.

If nothing works, patients present in ethical committees can be 

valuable substitute or help in finding patients.
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Patient involvement in clinical 
research

Patients, where to find?

Cave, patient organizations can have a mix of members, be multi 

stakeholder, some real patients and some clinicians even insurers.

To have a clean patient involvement, make sure you talk to real patients.

If you will work with multiple sites, be sure to involve patients from 

different sites, cultural differences can play a role…

Don’t forget to provide some money in the budget for patient involvement
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Patient involvement in clinical 
research – study design

Explain how you involved patients

- Did you create a patient advisory group?

- Which patient organizations did you contact?

- Did patients confirm (and how did they) the importance of the clinical 

question

- Did patients contribute in the selection of outcomes and the relevant 

differences

Erik Briers MS PhD 6



Patient involvement in clinical 
research – study design

Explain how you involved patients

- Did patients discuss the expected side-effects and what was their 

conclusion on that, same for the expected benefit. Did they value the 

expected benefit/risk ratio acceptable?

- How did the patients value the burden to the study participants?

- Was there a public consultation (if needed or desired) on the study?
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Patient involvement in clinical 
research – study set-up

Explain how you will involve patients

- To proofread and eventually modify consent form and other 

participant oriented documents/video’s and other tools

- In assessing if the recruitment is feasible in the given sites, if the 

study design is acceptable to patients

- In the Trial Steering Committee, and how you will assure that their 

presence is meaningful and not just for the record

Erik Briers MS PhD 8



Patient involvement in clinical 
research – study conduct

Explain how you will involve patients

- In the Trial Steering Committee, and how you will assure that their 

presence is meaningful and not just for the record

- In reviewing study protocol amendments and other changes that may 

be needed for the conduct of the study and the recruitment of 

participants
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Patient involvement in clinical 
research – study analysis

Explain how you will involve patients

- To help in the interpretation of the results of questionnaires and 

patient reported outcomes

- To review the clinical study report so that they can have input and be 

able to put comments via the Trial Steering Committee.

- If articles are planned, prepared, acknowledge the input of patient 

representatives in the author list…
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Patient involvement in clinical 
research – communication

Explain how you will involve patients

- Thanking the participants, how to do this so that participants feel 

valued

- Use the patient view in communicating the results

- In reviewing communication material

- Communicate to the patient organization through the involved 

patients, value the patient groups in your own communication
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Patient evaluation of clinical 
research – what is important

Study proposals are reviewed by patient advocates/representatives

They are not necessarily experts in your disease domain

But, their vote is equally important and can tip the balance in any 

direction, so there is some importance to think of them

The document should contain all relevant information for them to give 

an informed opinion example, standard of care may be obvious for you 

but not for the patient reviewer…
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Patient evaluation of clinical 
research – what is important

Relevance of the study proposal for patients

Does the proposal satisfies needs and wishes from patients?

Is the benefit well explained, does the benefit extends to an 

improvement in quality of life?

Does a positive outcome also benefits care in general?
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Patient evaluation of clinical 
research – what is important

Are side effects of the study well explained and do we find information 

that this evaluation has been seen by patients

Are the outcome measures well documented and with patient 

involvement

Will there be some form of patient reported outcomes

Are the questionnaires reviewed and “approved” by patients?
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Patient evaluation of clinical 
research – what is important

Do we feel that the study is feasible from our (patient) perspective?

Do we feel that the burden to the study participants is acceptable, the 

burden on time use, side effects, diagnostic procedures, 

questionnaires

Do we feel that the study will be able to reach the number of “targeted” 

participants in the given time period?
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Patient evaluation of clinical 
research – what is important

Do we find confirmation of patient involvement in the design and in 

further steps of the study

Can we find how you organized patient contact, who were you talking 

to and what was their response and conclusions

How will you involve them in the upcoming steps of the project

Cave, if you include a document signed on behalf of a patient 

organization please make sure it is a real patient signing!
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Patient evaluation of clinical 
research – what is important

To the patient reviewers clinical research is extremely important and 

we value the effort you put into each proposal

But given that there is a limited amount of sponsor money only the 

best can “survive”

We hope that all projects pass the high quality requirements so that 

the selection is extremely difficult.

Involve patients from the start, it will give you an edge and maybe a 

little headache, but it’s worth it
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