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15:00 — 15:05 Webinar introduction Mira Zuidgeest

15:05 - 15:15 T@H Patient Expert Panel member perspective on DCTs Joao Nabais
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Patient Expert Panel (PEP)

Erik Werson Theofaneia Tsachalina

) Kostas Tagkalos
Sabine Dupont
Ken Tait

Jodo Nabais

PEP members provide input to ensure that the experiences, needs and perspectives of people
with lived experience in diabetes (the therapeutic area of the pilot project) are reflected at all
stages of the research process and during the dissemination phase. The PEP also acts as a

resource for all project beneficiaries as well as external parties as needed.
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No travel burden GOOD

Greater convenience

More flexibility

Continuous monitoring
Focus on actionable signals

Better access (searching and get into CT)
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Multiple platforms

Fragile integrations

Connectivity issues

Higher operational burden / alarms
Technology that looks only simple in PowerPoint

Not having a rapid tech support
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What sounds like a good idea... but often is not

“Let’s measure everything”

Too much data

Alarm fatigue

Analytical complexity

Confusing digitalization with simplification
Simplicity wins almost every time

All procedures can be done at home

1T x
TRIALS - dmp efpia . 1

HOME The research leading to these results has received support from the EU/EFPIA Innovative Medicines Initiative [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n° 831458.
a



No travel burden
Greater convenience / Flexibility
Frequent data

Better access (searching and get into CT)

Multiple platforms
Connectivity integrations issues
Higher operational burden / alarms

Technology that looks only simple in PowerPoint

AND
THE Measure and alerting everything

Confusing digitalization with simplification
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All procedures can be done at home

E 1202137 190

Medicines Initiative [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n® 831458. 12

AN ¥k
TRIALS B (im0 efpia
HOME The research leading to these results has received support from the EU/EFPIA Innovative
a



Challenges and opportunities

J

https://blog.acclinate.com/how-to-reach-diverse-patients-for-clinical-trials-and-engage-them
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How Al Is Disrupting
Clinical Trials
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https://medium.com/@biztrendsindia/how-ai-is-disrupting-clinical-
trials-and-transforming-clinical-research-in-2024-f81eae9fddbf
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Background

» Conventional clinical trials can be challenging
 Decentralisation of clinical trials promises to overcome some of these challenges, e.g.

* Reducing the burden on trial participants
« Widening access to trial participation

- Enabling more real-life and continuous data collection

Research gap:

It is unclear what patients’ perspectives are on decentralised clinical
trials (DCTs).
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Research aims

What are patients’ views and experiences regarding

participation in decentralised clinical trials?

Patient Patient
preferences satisfaction
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Objective
What trial designs do people prefer to participate in?

* Knowledge important to design future trials more patient centric and less burdensome
» Qualitative work identified drivers for trial participation

* Quantification of the drivers is required to understand preferences

Aim: to identify preferences for participation in trials with decentralised
elements + trial participation probabilities
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Methods: Discrete Choice Experiment (DCE)

DCE
* To elicit preferences regarding trial participation
* Participants make actual choices on hypothetical choice tasks

» Each choice task comprises two or more alternatives

Setting
* People living with type 2 diabetes mellitus (T2DM), aged > 18 years

- 3 European countries: g NL, mug AT, M8 DE

* Recruitment in primary, secondary, tertiary and other settings
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Methods: Attributes for the DCE
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Article published:
Kopanz et al. ‘What
motivates people with

type 2 diabetes mellitus
to participate in clinical

trials from home?' Clin
contacts of the drug Transl Sci (2024);
doi: 10.1111/cts.70070.
A f x
TRIALS mi elpia 19
The research leading to these results has received support from the EU/EFPIA Innovative Medicines Initiative [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n° 831458.

a HOME



Methods: Example of a DCE choice task

Option A Option B Option C

Where and how you are in At trial site at 30 minutes travel Home with no direct contact
contact with the study team time
Types of activities you need to Drug, nutrition diary, health survey || Drug, nutrition diary, health survey
do yourself & simple measurements
Use of digital technologies Communication technologies Communication and

measurement technologies Given these clinical trial options, |

would not want to participate in
Number of scheduled contact Once every three months Once a month either of the two presented trials.
times
Duration of the clinical trial 3 years 1 year
Safety and effectiveness of the There is little knowledge whether || The drug is safe and works
drug. the drug is safe and whether the
drug works

Which would you choose? @

- @ efp’fa 20
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Methods: Two different analyses for the two aims

Aim 1: To identify average Aim 2: To identify differences in
preferences for participation in preferences for participation in trials
trials with decentralised elements + with decentralised elements + trial
trial participation probabilities participation probabilities

Mixed multinomial logit model Latent class model

oy N=276 ~' — n=276
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'I?or:ailﬁlziralll.t”llji:[;:ci:le prefer to take partin a clinical trial from g‘.q- ﬂff Manuscript submitted for publication

home or come to site? A discrete choice experiment in type 2
diabetes mellitus.” BMJ Open (2025); doi: 10.1136/bmjopen-
2025-107737.
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Methods: Two different analyses for the two aims

mn 1: To identify average \
preferences for participation in

trials with decentralised elements +
trial participation probabilities

Mixed multinomial logit model
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Article published:

Kopanz et al. ‘Do people prefer to take part in a clinical trial from
home or come to site? A discrete choice experiment in type 2

diabetes mellitus.” BMJ Open (2025); doi: 10.1136/bmjopen-
2025-107737.
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Results: Relative attribute importance
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Results: Average preferences
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aria

Patients had a higher willingness to participate in DCTs than
in a traditional site-based trial, with highest acceptance for a
DCT involving video calls from home in all three countries.
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Results: Trial participation probabilities
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Conclusion: Average preferences

ﬁ Preference for taking part in clinical trials with

decentralised approaches.

l’_A A Location, type and frequency of contact mattered a lot
[*) [ in the trial participation decision.
ﬁ Highest acceptance was found for participation in a
DCT with video calls compared to other trial scenarios.
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Methods: Two different analyses for the two aims

Aim 1: To identify average Aim 2: To identify differences in
preferences for participation in preferences for participation in trials
trials with decentralised elements + with decentralised elements + trial
trial participation probabilities participation probabilities

Mixed multinomial logit model Latent class model

oy N=276 ~' — n=276

je=sa] —

oy 17265

B =246

'I?or:ailﬁlziralll.t”llji:[;:ci:le prefer to take partin a clinical trial from g‘.q- ﬂff Manuscript submitted for publication

home or come to site? A discrete choice experiment in type 2
diabetes mellitus.” BMJ Open (2025); doi: 10.1136/bmjopen-
2025-107737.
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Methods: Two different analyses for the two aims

/Aim 2: To identify differences in \
preferences for participation in trials

with decentralised elements + trial
participation probabilities

Latent class model

Ty N=276

Manuscript submitted for publication
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Results: Class membership model

A four class model was identified

Class 1 Class 2 Class 3 Class 4
Not possible to describe Elderly males Elderly Younger females
imD efpia
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Results: Relative attribute importance
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Results: Differences in preferences

4 N
* Overall preference for taking part in clinical trials with decentralised

approaches in all classes.

» But differences in preferences and trial participation probabilities.
\_ J

1T x
TRIALS B (im0 efpia
a HOME

The research leading to these results has received support from the EU/EFPIA Innovative Medicines Initiative [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n° 831458. 31



Results: Trial participation probabilities

Elderly Younger females
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Conclusion: Differences in preferences

ﬁ Decentralisation was overall preferred, but heterogeneity
in preferences was identified.

A Younger women were more likely to favour participation
- o
m in any DCT.

Elderly were more likely to be averse to trial
participation but showed highest acceptance for a DCT
with video calls.
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Research aims

What are patients’ views and experiences regarding participation

in decentralised clinical trials?

Patient Patient
preferences satisfaction

©
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Article published:

Kopanz et al. ‘Participant
satisfaction across three
trial arms with varying
degrees of decentralisation

in the RADIAL proof-of-
concept trial’ Trials (2026);
doi: 10.1186/s13063-026-
09616-4.
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Background & Objective

How satisfied are trial participants with their participation?

* Decentralisation of clinical trials promises many advances
* Limited knowledge available on how participants experience participation in DCTs

* Direct comparison of satisfaction with varying degrees of decentralisation in a single trial is
missing

Aim: to investigate participant satisfaction in a fully decentralised, a hybrid
and a conventional trial arm in the RADIAL proof-of-concept trial

TN & J
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Methods: Study design

RADIAL proof-of-concept trial

Aim: to evaluate the scientific and operational quality as well as the feasibility of a remote
and hybrid trial approach compared to a conventional approach
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Decentralization of Trials’ Clin
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TRIALS

Methods: Data collection by participants

»
RADIAL study
app*
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The research leading to these results has received support from the EU/EFPIA Innovative Medicines Initiative [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n° 831458.
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Smart injector
pen cap

No (manual

entry in eDiary)

Yes

Yes

App to
monitor
insulin ad-
ministration

No (manual
entry in eDiary)

Yes

Yes

Direct to
participant
IMP shipment
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Self
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Telemedicine
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Q
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pressure

No (by site)

No (by site)

Yes (during
telemedicine)
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Methods: Questionnaire & Analysis

Satisfaction questionnaire
» Adapted version of the TransCelerate Study Participant Feedback Questionnaire
* Five point Likert scale (strongly disagree — strongly agree) + open text fields

« Satisfaction measured at three time points: at start (week 0), during (week 12) and at the end
of the trial (week 24)

Data analysis
* Descriptive analysis in R version 4.4.1.

* Only questionnaires submitted by participants were included in the analysis
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Results: Overall participant satisfaction
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Results: Satisfaction with trial components
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Results: Satisfaction with trial components
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Results: Satisfaction with other trial elements

Z & Feeling safe
i &
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Results: Satisfaction with other trial elements
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Conclusion: Participation satisfaction

— Overall trial participation satisfaction was high across all arms,
Lihll but satisfaction decreased over the course of the trial in the
hybrid arm compared to the conventional arm.

Dissatisfaction mainly originated from technological issues.

Other important trial elements yielded equally high satisfaction
levels in the hybrid and the conventional arm.

DN @

Decentralisation seems to be acceptable to trial participants.
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Research aims

What are patients’ views and experiences regarding

participation in decentralised clinical trials?

Patient Patient
preferences satisfaction
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Overall conclusions

oMo Patients’ perspectives support the decentralisation of clinical trials.

— Instead of making general assumptions about the intended trial
O o population (e.g. regarding digital literacy), their needs should be
A== evaluated on a trial-by-trial basis.

Patients’ needs should then be incorporated into the design and
planning of future DCTs, as this can reduce barriers to participation
and increase diversity.
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Overall conclusions

Technology should be fit-for-purpose and an adequate mitigation
m— plan should be in place.

Trial participant satisfaction measures should be included in future
Pr\els trials to better understand patients’ needs and experiences in DCTs.

ﬁ Engagement and involvement of patients and the public is key.
Q:l] Consider the T@H recommendations for planning of future trials:
@HOME https://trialsathome.com

TRIALS B 0 efpia

The research leading to these results has
a HOME

received support from the EU/EFPIA Innovative Medicines Initiative [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n° 831458.

47



TRIALS
@HOME

Q&A

AN ¥k
TRIALS B 0 efpi 48

HOME The research leading to these results has received support from the EU/EFPIA Innovative Medicines Initiative [2] Joint Undertaking (H2020-JTI-IMI2) Trials@Home grant n° 831458.
a




What’s next?

Trials@Home DCE work

Interested in performing a similar DCE in another therapeutic area?
We are happy to share our background materials!
Contact us at trialsathome@umcutrecht.nl

Trials@Home Interest Network

Interested in joining the Trials@Home Interest Network?
We are happy to welcome new members.
For more information and the sign-up sheet, please visit https://trialsathome.com/trialshome-interest-network/

Next T@H webinar?
After summer holidays — date & topic will follow shortly
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