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The Trials@Home journey… the goal

To provide 

recommendations 

on Decentralised

Clinical Trial (DCT) 

approaches in 

Europe

“operational model in which trial 
activities are designed to take 

place at or in the vicinity of the 
participant's home” 

“rather than at a traditional 
clinical site”

“This approach may make use of 
technologies and other 
innovative operational 

approaches to facilitate data 
collection”

Santa-Ana-Tellez et al. Decentralised, patient-centric, site-less, 
virtual, and digital clinical trials? From confusion to consensus.
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The Trials@Home journey… the consortium
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The Trials@Home journey… the approach
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The Trials@Home journey… the science
• Eight different types of 

research methods

• Involving all 

stakeholders in the field, 

including regulators, trial 

personnel, patient 

representatives, HTA, 

sponsors, vendors

• Leading to 27 scientific 

publications to date

• With >60 unique authors 

providing their expertise
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https://trialsathome.com/

https://trialsathome.com/
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Recommendation:
Evaluate a site’s previous DCT experience and 
capacity to identify any training needs, support or 
gaps to be addressed prior to implementation, as 
well as tailored, just-in-time training particularly 
for novel digital tools and centralised support 
infrastructures (e.g., help desks and oversight 
teams during trial conduct). 

Statement:
To ensure data quality and participant oversight 
we should only include sites with previous 
experience and already established processes 
and tools for DCT activities in trials with multiple 
decentralized elements.

Agree Disagree
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Recommendation:
Each decentralised element under consideration 
for inclusion in a trial should be individually 
assessed to ensure it is permitted in the 
participating countries, suitable and acceptable 
for the target study population and trial sites, and 
technically feasible given existing infrastructure 
and operational requirements (e.g., continuous 
broadband internet access).

Statement:
To ensure simplicity for patients and clinical 
research sites, the number of DCT elements 
being incorporated into a clinical trial should be 
limited to 1 or 2. 

Agree Disagree
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Questions?
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Panel discussion
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Harmonise regulations

across Member States

Harmonised implementation of all 

regulations from health authorities and 

ethics committees across the EU is 

needed. National level variation hampers 

the conduct of CTs in a uniform way and 

requires tailored approaches in each 

country. A centralised overview of 

national-level variations, such as the HMA 

EMA Recommendation Paper on 

Decentralised Elements in Clinical Trials, 

should be regularly updated to provide 

support. Helga 

Gardarsdottir
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Equip study teams with 

foundational technical 

knowledge to effectively 

support site staff

Ensure study teams recognise and anticipate 

common technical challenges, and are trained 

to offer basic troubleshooting guidance. Define an 

escalation process to respective study team 

members can promptly refer complex technical 

issues to specialists. Include trial-specific 

technology training for study team members 

during pre-trial activities, enabling them to 

effectively assist and empower the primary 

stakeholders.

Sten

Hanke
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Agree on roles and 

responsibilities
 

Everyone involved in a DCT has a role, from 

participants remembering to complete 

questionnaires to the person responsible 

for ensuring that blood samples arrive in 

the laboratory on time. Knowing who is 

responsible for what and when ensures 

that tasks are not overlooked and that 

participants are kept safe

Isla 

Mackenzie
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When using online 

recruitment, 

prioritise search engine 

advertisements

Our data suggest that paid search drove more 

pre-screener completions than performance 

max campaigns. Targeted keyword strategies 

in search advertising, aligned with condition-

specific search behaviour, are essential to 

improve recruitment efforts. Future research 

should aim to understand the search 

behaviour of potential participants and 

further explore paid search to attract users 

actively searching for trial-related information. Megan

Heath
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Incorporate patient 

preferences into 

future trial designs

We recommend clinical design teams to 

integrate patient preferences (and 

caregiver preferences in case of pediatric 

trials) for trial participation into the trial 

design. Teams should also take into 

account possible differences in 

preferences among people of, for 

example, different age or gender.

João

Nabais
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Advance clinical trial 

innovation through 

public-private 

partnerships

Trials@Home followed a co-creative, multi-

stakeholder approach where academic 

partners, small and medium-sized enterprises 

(SMEs), private foundations, 

patient organisations 

and EFPIA partnersworked together with 

other stakeholders from across the medical, 

technological, regulatory, ethical and social 

fields of DCTs Reamonn

Madden
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Q&A

#TrialsAtHome
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