designing inclusive consent
processes in trials

An easy-read summary

easy-read




Our project is called OPTIMISE because
we want to be optimistic about what
could change.

Being optimistic means thinking about
the good things, even when not everything
is good.

’ We want to help research teams

T Jw s \eleyl think about how they can make it
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oy 2 QN more accessible.
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©® Aclinical trial compares the effects of
one treatment with another.

Clinical trials should be accessible to the
people they are meant to help.

People who need help with communication
and/or making decisions are often
excluded from trials.

This is because trials are not designed
with accessibility in mind.
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®

If we don’t change the way we do things,
then trials will continue to exclude

this group.

Improving accessibility could:

Consent

0+ YES 1 wherever possible, support people to
o ¥ NO give their own consent to take part

SYM%

Consent
Consent means saying yes to taking part

in a trial.
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The OPTIMISE project developed a set
of recommendations to help researchers.

How should the recommendations be used?

To help find research team members and

organisations that can help the research

To help researchers be more inclusive
and accessible to more people
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Work out what’s needed and ask for
the money

To help the design of the research trial
and the things that will be used in it

To help choose the best locations to do
the trial

To help develop training about consent.




OPTIMISE recommendations
The key things to think about

Content

Research participants should be given
clear information about:

1 Why the study is being done
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What the study involves

How the findings of the research will
be shared

Contact details of key people involved

con’rac’r -
details

- ¢

Language
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Accessible \
to all }

Plain and accessible language should
be used.

Researchers should not use complex
words. They should use shorter sentences
with simple words whenever possible.

Format (the layout of text and images)

7/ when working with different groups
g of people. For example, working with

PAGE 9



OPTIMISE

To be fully accessible, information could
be provided in different ways:

Reglons

Virus imqges

chteria
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easy-read

Making things
clear and simple

|
= The layout should be kept simple.

CWN
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Communication and decision-making
can be supported through layering
information, using communication tools
or with help from technology.

Researchers should think about the best
time to talk to people.
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. For example, in an emergency, the
i research teams should think very
carefully about when to talk to
people about their research study.

Environment

Having the right environment is important
when asking people to take part
in research.

This includes if it is accessible, safe,
and is somewhere the person feels
comfortable.

For example, a familiar place.
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