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BACKGROUND METHODS

The connection between someone in a clinical research study and their study team is important, and can
change how safe, supported, and informed the person may feel throughout their experience. This project seeks
to explore ongoing communication strategies in Australian clinical research and associated barriers and
opportunities. The ‘Beyond the Form’ project has been established by CT:1Q and the VCCC Alliance. The
project team includes sponsor, CRO, ethics, and consumer representatives. The project will include:

Twenty interviews were conducted with persons working in research between August and October 2023. Interviews
covered interviewees'’:

1. Professional background, current role, and research activities
2. Participant characteristics, including age, disease status, and motivations to participate
3. Thoughts on the effectiveness of communication strategies they have used or seen employed

. Letsmiying Eemimtles\emn SURegs eekpiee) oy peepis tiotdag I eseeren (e eiel I shiis) 4. ldeas for improving communication with participants, and what barriers there might be to implementation

consumers (survey) and reviewing published evaluations of strategies (white paper)

2. Workshops with past research participants to explore their reactions to identified strategies
3. A stakeholder workshop to refine suggestions Most (15) interviewees had worked in clinical research for > 5 years. Interviewees included persons in public and

private hospitals (14), industry (1), government organisations (2) and academic research institutions (3). Seven (7)
worked in regional or rural areas. Most worked exclusively with adults (14), but some worked specifically with

The final output will be a toolkit to help researchers incorporate effective communication into study design, and children or adolescents (6).

suggestions for site staff in carrying out these strategies. [fig 1: timeline]

A context analysis on the interview transcripts was performed by investigators Wells and Eckstein using a positivist

This poster presents the findings from the interviews with people working in research.
approach.

"A feeling of alienation can be
particularly difficult for long trials
where the participant is also sick. My
blood cancer clinical trial was 2.5
years, but the last 2 years was oral
chemotherapy where | had minimal
hospitalisation and felt very isolated
at home, trying to look after my
young daughters like 'normal.”
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Project started in 2022 Rapid literature Surveys and interviews Survey Explore preferences Refine Freely available - Health consumer
review completed recommendations (Q4 2024)

“With healthy volunteers,
| don't even know how
you'd keep that
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is very simple because

“Providing information about study progress for participants is not
something |'ve ever raised with the sponsor because | think it would
need to be an industry wide thing: it's just not done.”

A. Knowing your participants they want to be here for
|
How participant characteristics and motivations impact the frele therapy that's “ have not yet come
effectiveness of different communication strategies, and potentlally going to save :
barriers that participants may face to engaging with -their ||fe & across a J[I”I8.| Where a “We're quite ethlca”y bound abOuJ[ WhaJ[
communication strategies (such as timing of phone calls, : paI’J[iCU|aI’

we can do. Anything that comes from us
needs to be approved to be a formal
communication. We can initiate it, but

familiarity with technology used, language). communication

method has been

B. Designing for success ‘Honestly the feecljback that | get from incorpore}lted into the the sponsor would need to approve it,
Things that sponsors should consider, and sites should parents s if there's a password and a |Og pI’OJ[OCOL ethics would need to approve it, and
review in the design of protocols and budgets. How ethical in, that's a barrier. Parents are |ike, give me

governance would need to approve it.”

and governance approvals and site policies can shape what
is possible.

a hard copy piece of paper | can write on.”

C. Care-research interface

The impact of the clinical research coordinator in the delivery
of effective communication, and how clinical research
interacts with clinical care.

‘| feel like text is the key ingredient to
teeing up a time and making this happen
when you try and call them. Some are

“An excellent study coordinator has both
the skill set that you can do the work, but

you can also get that rapport with the

D. Effective communication batients that they trust you. You do S'CJ:[hOOHedaChenrﬁ[’ some work or E[)#ll'?'m% n
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communicating. The long-term benefits of effective , - couple of davs earlv savina. "We're due for
communication include improved data quality, recruitment, skillset to put into place because P y y SEhling

our six monthly catch up on Thursday, what

retention and repeat participation in future trials. sometimes these patients are quite sick “For fO”OW-Up calls we e you(?"

as well, so you're very involved in their usually check their medical

lives." record first before we even
contact the patient,
because it's really

irr?portant fqr ushto knﬁw 1 ‘| see consent is as a continual
they are going throug discussion. It's not just at the

DISCUSSION fr?er;'evtiﬂ%tq;gz:ggg:d lc];r beginning, it's not just when you

h Il th
they end of life, we ave an update but all the way

Thoughtful consideration of participant characteristics and flexible communication sometimes will go and thrl?t.u gh. \f[Ve ﬁiﬂvely enﬁwouraghe tour
strategies have been identified as leading to tangible benefits. These include chat to the doctor before Palll ICIP?nhS a,l © Wﬁ Y rO.L]ig 0
increased data quality and completeness, retaining participants (which is Il them beina like. i tell us I they're not happy, L

- P morov - we call them being ke, 15 something's happened, or if the
particularly difficult for healthy volunteers), and improving future recruitment efforts it appropriate for Us to 9 PP ) y
through repeat participation or word-of-mouth encouragement to others. have any complaints or concerns.

actually call them?”

The next step for this project will be to take strategies discussed in these
interviews, the white paper and surveys, and workshop them with participant
groups to explore their preferences. This will facilitate Australian research that
shows respect for participants throughout their clinical research journey. :J:li
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CT:IQ acknowledges Aboriginal and Torres Strait Islander peoples as the traditional custodians of the land on www.ctlig.com.au

which we meet, work and learn. We pay our respects to Elders past and present. info@ctig.com.au




