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Show RESPECT: Sharing trial
results with participants
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1. Background
2. Show RESPECT methods

3. Patients’ perspectives on receiving trial

results (highlights)

4. Site staff views on sharing results with

participants

5. What factors influence participant
satisfaction with how the results are '

/
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6. Discussion and Recommendations
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~90% of trial participants want to be told
overall results

Background




My motivation for this study
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Show RESPECT methods




Show RESPECT design
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Results of the ICONS trial
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ICONS

Ovarian cancer trial

Should chemotherapy be given every 3
weeks or weekly? (2 different weekly
schedules)



Process

Patient Update
Information

Sheet sent (link Srinted
to webpage & HALE Data collection
Summary

sign-up for email
ist)
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Data collection from site staff %;; 4

* Questionnaires completed by site staff:

 Immediately after sending out the Patient Update
Information Sheet (or Printed Summary, if

applicable)
e 2-3 months later ¢
(both timepoints were before Show RESPECT patient —~ . /-

results were known)

»  Semi-structured interviews carried out with site

staff




Qualitative methods

Semi-structured interviews

with patients

with site staff (nurses, doctors and trial
coordinators) involved in sharing
results with participants

 Thematic analysis
e Triangulation between the data
sets ‘following the thread’



Interviewees

Site staff interviewees
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RESULTS: Patients
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Baseline characteristics of respondents (patients)

Age: Mean (IQR) 67 (62-74)
ICON 8 arm N (%)
Standard treatment 57 (32)
Dose fractionated paclitaxel 61 (34)
Dose fractionated carboplatin & paclitaxel 62 (34)

Highest level of education

A level or below 137 (77)
Degree or higher 41 (23)
English as first language 172 (97)

Use of internet or email
Less than daily 71 (40)
Daily 108 (60)



Did participants want to know the
results?

Yes No



Proportion of women who wanted to hear
the results who did
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Patient satisfaction with how the results were shared

Basic webpage NEN i EEEEEEE T T N

Enhanced webpage s R 43
Adjusted
No printed summary Bl = ordinal odds
ratio: 3.15
Printed summary : (1.66 to 5.98)
pP<0.001
No invitation to join email list T m

Invitation to join email list 5 i __

® Very unsatisfied
Quite unsatisfied ® Neither satisfied nor unsatisfied
= Quite satisfied ® Very satisfied
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Site staff views on sharing results

Strong support for principle of offering results to all participants

Motivation for sharing results linked to participants’ motivation for joining
trials

Benefits of sharing results with
participants:



Resources required from sites to share results
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Time and costs to the Clinical Trials Unit

Testing/
reviewing Approximate

Development time Distribution cost of time
time (hours hours

Patient Update

Information 17 9.5 9.5 36 1545
Sheet

Basic webpage 4 9.5 n/a 13.5 564
Enhanced

webpage 11 9.5 n/a 20.5 872
~lltse 11.5 13 2 26.5 1182
Summar

Email list 22 17 2 41 1695

Total 65.5 58.5 13.5 119.5 5858




How do site staff prefer to share results with

participants?
Other
Combination of approaches
Enhanced webpage
Basic webpage

Emalil

Posted, printed summary
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Dealing with queries and upset participants

Do you remember any
participants being upset?

®mYes ENO



Sharing results Iin future trials

Would you do anything
different for future trials?

0 50 100
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What factors influence
participant satisfaction with
how results are shared?




Participant characteristics influence the appropriateness of
different communication approaches

- Printed summaries viewed as being easy to
access for all participants:
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Discussion &
Recommendations










Recommendations for researchers (1)

How results will be shared with participants must be considered from the

planning stage of studies
When deciding how to share results with participants, consider the following
factors: who the trial population is, the information to be communicated, who

should share the results, the resources available for doing this, the tools and

process for sharing results, and timing of communication




Recommendations for researchers (2)

Participants should be offered choice over whether to receive results or not
Patient and public involvement is essential

Plans for sharing overall trial results should take into consideration whether this
IS likely to raise questions about individual results or randomised allocation,

how these questions will be dealt with and by whom

[| o




Conclusions:

Patients

Participants want to be offered trial results

Patient Update Information Sheet followed by
Printed Summary (Opt-out) was best
approach tested for patient populations like
those in ICONS8



Conclusions: patients




«  Site staff strongly support sharing results with

participants

« The approaches tested in the Show RESPECT

study were feasible to implement for site staff

CO N CI us | ons. « Sending out printed results summaries takes time,
Site Staff but site staff prefer this approach to purely
electronic means of communication for this patient
population '
« Site staff were keen to be able to share results

systematically with participants in future trials
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