[image: ][image: ]Appendix 1. Topic guide 
[image: ]

image1.emf
Imperial College

Prompt - worries that recruitment would mean detachment from routine care ), discomfort from trial
procedures ), confidentiality breaches , discrimination by staff and placebo randomization, explore
reasons behind the participant’s answers.
Staff — what are your concerns about people with disabilities taking part in trials

B How would having a disability affect taking part in clinical trials?
-Think about your perspective when people with disabilities are approached about clinical trials, and
or during the clinical trial.
Explore the systematic problems / challenges they may face/communication with staff.
Prompt - Explain that this could be when being asking about clinical trials, trials being advertised.
Prompt- For members of staff ask about challenges designing clinical trials/ barriers to disabled people
taking part.
Prompt- facility, logistics, skills and knowledge of trials staff

B Thinking of either clinical trials you have run, or ones you have taken part in, how accessible were
they?
Prompts- physical, information, financial and social/cultural accessibility (social support).
Prompts- hidden disabilities, accessibilities (language, interpreter, audio information)

B Could anything have been done differently that would have improved your experience?
-What help/support/adjustments do you think people with disabilities need to take part?

Prompt - It could be recruitment process, eligibility criteria, consent process
The following questions are preliminary questions to be asked when there is time left :

= Do you think it is useful to involve disabled people and their carers in deciding what to research and
in designing clinical trials? [Explain public involvement briefly]
Prompts — how best to do this? Are these perceived as being more burdensome to the researchers? Is
this actually the case? Would it help if disabled people were also involved in the delivery of trials e.g.

people with a certain condition interviewing participants

=  How could eligibility criteria (the requirements/guidelines used to decide who can participate in a trials
e.g. their age) changed to make trials more inclusive to disabled people
prompt — use more sensitive assessment tools rather than proxies so e.g. a frailty index rather than

age, The EOCG scale.

= Do you think people with certain disabilities are not approached to take part in trials because the
people recruiting them (e.g. doctors, research nurses) have beliefs that are not accurate about them

and how they might manage being in a trial?
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These questions featured in this document are a guide only. They are broad questions to be used
when conducting focus groups. The questions will not deviate significantly from this guide, but

slightly different questions may emerge from the ongoing conversation.

Principal Investigator:
Marie Miller - Imperial College London, Imperial Clinical Trials Unit
Co-investigators:

Yoshiko Sakuma, Meena Reddi, Alex Williams, Lee Webber - Imperial College London

ICREC no: 221C768

Welcome and Introduction

- Thank people for coming

- Lay introduction to the SHINE project

- Describe the aims of this project:
=  Tolook at what stops/prevents people with disabilities in taking part in clinical trials.
=  To help make guidelines for researchers involved in clinical trials to make clinical trials more suited

to people with disabilities

- Introduce ourselves and our roles

- Explain the structure of the focus group

- Explain that anyone can leave at any time and take breaks when needed

- Explain ground rules for focus group

- Ice breaker activity- Favorite hobby?

- Any more questions?

Questions for focus group

B What is your understanding of disability?
Exploring understanding of disability including invisible and visible disabilities.

B Disabled/Carers: What do you think of clinical trials, do you think it would be beneficial for you to take
part?
Staff: How do you feel about people with disabilities taking part in trials?

Exploring positive and negative feelings, and what kind of expectations towards clinical trials.
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e.g that they would find the trial too stressful, be unable to participate, behave inappropriately, fail to
stick to treatment or create additional challenges for research staff
Prompt — how might this be resolved? Public panels of people with a variety of disabilities — good

communication between these panels and recruiting staff, training in various disabilities

Closure
- Sum up and thank participants
- Announce that the result of focus group will be listed on our website or published on

conference/journals.
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