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This topic guide will be used in a flexible manner to generate discussion between trial staff interviewees and the researcher. This topic guide may be subject to refinement.

My name is Heidi, and I am a researcher at the University of Aberdeen. Thank you for agreeing to participate in this interview. The general aim of this study is to help us understand more about outcome selection in trials.  

I have a number of questions I’m going to ask you, and I’d like you to give them some thought and answer frankly. We are interested in your experiences and views so there are no right or wrong answers. All information collected will be strictly confidential. Our interview today will be recorded. The audio tapes will only be used for transcribing and analysing data. 

How does that sound? 

Do you have any questions for me before we start?

Do I have your consent to get started?

--------------------------------------------------------------------------------------------------------------------
· First, I would like to start off by asking you to tell me a little bit about yourself. So, can we start off with you telling me your job title, how long you have been in that role and what your role entails. 

· To what extent do you see selecting outcomes for trials as part of your current professional role? (Prompt: what are those roles?)
· How confident are you in selecting outcomes for trials?

· Think of a recent example where you’ve worked on selecting a trial’s outcomes
· Who else is involved in this process? How do the views of other colleagues affect your approach in selecting trial outcomes? (Prompt: what about clinicians, statisticians, trial managers, PPI partners, CTU directors, peer reviewers (grant application stage), ethics committees etc – are there any other people who might influence this process?)

· How do you know you’ve chosen the ‘right’ outcome(s)? What is your interpretation of ‘successfully’ identifying outcomes for trials you’re involved with?
· How easy/difficult is it to successfully identify outcomes for the trials you design?
· What problems/difficulties do you encounter? When selecting outcomes for trials?
· What would help you overcome these problems/difficulties?
· Has past experience influenced how you select trial outcomes? (Prompt: how?)

· Do you use any protocols, policies, or guidelines to guide your discussions for selecting trial outcomes? (Prompt: if so, which ones?)
· If yes, do you think these are useful?
· If no, is there any reason that you do not use guidelines? (Prompt for views on guidelines: do you think they’re a waste of time? Why?)

· Are there strategies you currently use to assist trial outcome selection? (Prompt: formal or informal strategies, or personal methods? Can you think of any recent examples?)
· (Following recent example) What would you do differently, what worked well? Are there any other strategies or ways of working that you might try next time?

· Now let’s think a bit more about the detail of how those outcomes that have been selected are collected. 
· Can you tell me a bit about the process of deciding on how outcomes are measured? (method of collection, time points, location etc – not what is measured, how) (Prompts: validated outcome measures versus trial-specific outcome measurement tools, PROMs)
· When you’re deciding how outcomes are going to be measured, what factors do you take into account? (Prompts: budget, resource availability, potential for missing data, data quality, data volume)

· How would you feel about a resource that could tell you how long specific outcomes might take to collect? 
· If positive, what other information would you want from something like that?
· If negative, tell me a bit about why you don’t like the sound of or wouldn’t use a resource like this?

· Let’s finish up by fast-forwarding to the end of the trial – you’ve collected your primary and secondary outcome data, what next?
· Are you able to estimate what % of primary and secondary outcome data are published in your experience?
· When you’re publishing the trial how do you decide which data to publish?
· Can you tell me a bit about where the unpublished data are used? 

They all the questions I have for you, is there anything else you’d like to talk about or expand on? 
Thank you very much for your time.

S
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Contact us

If you would like to know more about this
study, or have any complaint about how it
has been conducted please contact:
Professor Shaun Treweek
Health Services Research Unit,
University of Aberdeen
+44 (0) 777 901 6955
streweek@mac.com

General Data Protection Regulation (GDPR)
Participant Information

The University of Aberdeen is hosting this
study based in the United Kingdom. We will be
using information from you in order to
undertake this study and will act as the data
controller for this study. This means that we are
responsible for looking after your information
and using it properly. University of Aberdeen
will keep identifiable information about you for
at least 3 years after the study has finished.

If you withdraw from the study, we will keep
the information about you that we have
already obtained. To safeguard your rights, we
will use the minimum personally-identifiable
information possible.

You can find out more about how we use your
information: www.abdn.ac.uk/privacy.

Trial Forge

This work is part of the Trial Forge initiative
to improve trial efficiency.

For more information take a look at our
website: www.trialforge.org

Email: info@trialforge.org
Twitter: @Trial_Forge

( Cochrane M the Rowara Atiance

In 2019, Trial Forge was awarded the
Cochrane-REWARD Prize.
The Cochrane-REWARD Prize recognises
successful initiatives that have the potential to
reduce research waste globally.

This project has received funding from the
Chief Scientist Office, under grant agreement
ref. HIPS/18/04.
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We would like to invite you to take partin a
research project. Before you decide, we’ll explain
why the research is being done and what it will
involve for you. Please feel free to talk to others
about the study, and ask us if anything is unclear or
if you would like more information.

What is the purpose of the study?

Randomised trials are becoming more expensive.
Increasingly complex trial protocols contribute to
this. Much of this complexity is a product of the
outcomes selected and the data collected to
report them. Evidence specifically focused on
how data collection effort is distributed across
primary and secondary outcomes is limited.

In advance of this interview study, we have carried
out two phases of work:

- Phase 1: Identifying non-commercial phase Il
trials to find a range of primary and
secondary outcomes collected across a
diverse range of disease areas and locations.

- Phase 2: Obtaining timings for each outcome.

We are now beginning work on Phase 3:
- Stakeholder consultation: By interviewing
trialists and trial teams to understand what
will help them to plan and fund their work
more efficiently with respect to trial
outcomes.

Why have | been invited to take part?

You have been invited to take part because you are
or have been involved in the process of trial outcome
identification, selection and/or collection. This study
will run over a period of 13 months and involves ~50
participants.

What is involved in taking part in this study?

If you agree to take part, a researcher will contact
you to set up a time that is convenient for you to
participate in an interview via telephone, Skype or
Zoom — whichever you prefer (approx. 1 hour). The
interview will focus on your experience selecting and
measuring trial outcomes.

The interview will be audio-recorded.

Taking part in this study is entirely voluntary. You will
not receive any payment for your participation.

What are the pros and cons of taking part in
this study?

For this research study, the main disadvantage is that
you will be asked to give up some of your time to
answer questions about your experiences identifying,
selecting and/or collecting trial outcomes.

We cannot guarantee any personal benefit from
taking part.
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Will my involvement in this study be
kept confidential?

If you consent to take part in this study, audio
recordings will be listened to by members of the
research team. They will be transcribed and any
information that could identify you will be
permanently removed from the transcript.

All recordings will be stored securely at the
University of Aberdeen, and destroyed after 1
year. You can ask for destruction of the
recordings at any time.

Direct quotations from interviews may be used
in the publication of results, but your name will
not be used and no information that could
disclose your identity will be released. You can
ask that direct quotations from your interview
are not used in publications.

What if | do not want to take part?

It is up to you to decide whether to take part or
not. You will be given time to go through this
information leaflet and the opportunity to ask
questions.

You have the right to withdraw consent or
discontinue participation in the study at any
point. You may also refuse to answer any
questions you do not want to answer and remain
in the study.




