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Introduction 
 
Remote decentralised clinical trial (RDCT) methods are increasingly used to answer clinical research questions. 
However, it is not always possible to use remote methods in clinical trials. Features of the participant population, 
intervention, outcomes to be measured or other factors need to be considered so that the most appropriate remote, 
hybrid or traditional approaches can be used. This document serves as a tool which you may wish to use to help you 
decide which remote trial methodologies may or may not be appropriate for a particular trial or research question. 
 
RDCTs have features that increase the importance of patient, or participant, engagement e.g. less face-to-face human 
contact, more participant responsibility, and using unfamiliar technologies. Facilitating and supporting engagement 
while keeping the focus on participants should be considered at all stages of trial decision making.  
 
The key selection criteria for planning and conducting a remote decentralised clinical trial are described in the 
diagrams and flow charts to follow. The selection process is presented separately for each basic building block 
representing the stages of the clinical trial process (Figures 1-7). The selection criteria herein represent the main 
considerations to help guide the decision in choosing a remote, hybrid, or traditional clinical trial method that is most 
appropriate for your study. This document is designed to be read in conjunction with D1.1 First set of 
recommendations (to be implemented in the pan-EU pilot RDCT) (https://trialsathome.com/). The recommendations 
contain more detailed guidance to facilitate decision making.   
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Figure 1: Trials@Home building blocks representing the key activities when setting up and conducting a clinical trial. Patient/participant engagement is key throughout the whole process. *General Data Protection Regulation 

 



 

  

 

IMI2/INT/2016-00954 v.2019 4                

  

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Figure 2: “Set Up and Design” stage with key activities.  
* See D1.1 First set of recommendations for RDCTs (to be implemented in 
the pan-EU pilot RDCT) 

The research question(s) should drive the decision 
of whether to use remote methods. Where possible, 
involve patients, clinicians and other stakeholders 
in choosing the research question. * 

Is the target participant group likely to have specific features or 
difficulties that might affect their interaction with planned trial 
activities? A remote method may allow recruitment from a much wider 
geographical area; this may be invaluable for rare conditions. *  

Consider safety, logistics and participant preferences.  

e.g. Participant-reported outcome measures lend themselves 
to remote capture. Complex imaging-derived endpoints may 
require a hybrid trial approach. Seek regulatory opinion if 
considering a novel endpoint in a licensing trial. 
 

Ethical and regulatory approvals will be required in 
all countries where the trial is to be conducted. 
Consideration should also be given to the set-up of 
oversight committees e.g. a steering committee, an 
endpoint committee and an IDMC. 

The Set Up and Design building block represents the phase in which the clinical trial planning, feasibility and infrastructure are prepared, 
submitted and designed to allow successful trial execution. This can be broken down further into specific trial activities that might also consider 
funding agreements, legal and regulatory approvals, legal aspects, site selection, feasibility, randomisation and treatment allocation processes, 
database set up and design, technology validation and testing, Investigational Medicinal Product (IMP) distribution. 
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Figure 3: “Recruitment and Enrolment” stage with key activities.  
* See D1.1 First set of recommendations for RDCTs (to be implemented in the 
pan-EU pilot RDCT) 

Using routinely collected data and other existing datasets to 
identify eligible participants can reduce required screening 
activity by study staff and participants. * 

It is good practice to only collect data sufficient to satisfy 
the needs of safety, science, and regulation. * 

The Recruitment and Enrolment building block represents the phase in which suitable potential participants are identified and involved. 
After initial contact has been established, patients’ suitability is assessed, and those suitable enter the trial. This can be broken down 
further into specific trial activities that might also consider the use of traditional/novel recruitment strategies, mechanisms for expanding 
geographical outreach and novel enrolment methods. 
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Figure 4: “Intervention and Follow Up” stage with key activities.  
* See D1.1 First set of recommendations for RDCTs (to be implemented in 
the pan-EU pilot RDCT) 

 If the proposed technologies have not been used 
successfully in previous clinical trials or health care 
settings, feasibility testing with patient groups and 
study staff is vital. * 

 Mobile nursing or use of usual/local healthcare 
staff and laboratories may facilitate safe remote 
administration. * 

Consider participant needs and preferences, data 
requirements and availability of local study staff and 
premises. * 

Dedicate sufficient resources to participant support. 
Consider including initial study site or home visits 
for set-up and training. * 

The Intervention and Follow Up building block represents the phase related to the IMPs (Investigational Medicinal Products), 
Non-IMPs, devices or other interventions adopted for the clinical trial and the monitoring of the safety and efficacy of these 
interventions. This can be broken down further into specific trial activities that might also consider evaluation and definition of 
patient oversight, management in different models, participant (and staff) safety measures. 
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Figure 5: “Data Acquisition and Data Processing” stage with key activities.  
* See D1.1 First set of recommendations for RDCTs (to be implemented in 
the pan-EU pilot RDCT) 

Continuous data collection will require large 
capacity data storage. 

Early discussion with stakeholders including clinical 
trial regulators, licensing authorities, ethics 
committees, and sponsors can avoid unforeseen 
barriers to trial set up and completion. * 

Will data quality be maintained using remote collection? Consider validation 
of novel data collection methods. Clear instructions and participant support 
encourage protocol adherence. Monitoring and regulatory inspection should 
also be considered. 

Seek specialist statistical input to ensure that 
the study outcomes will be valid and reliable. 

The Data Acquisition and Data Processing building block represents the phase related to the ongoing activity during the complete data 
collection and analysis cycle to assess data quality and thereby ensure accuracy, completeness, consistency, accessibility and interpretability. 
This can be broken down further into specific trial activities that might also consider data collection, processing, quality procedures and 
reporting measures. Validity of data including statistical review to determine differences in data collected using decentralised process 
compared to traditional collection methods. 
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Figure 6: “Close Out and Reporting” stage with key activities. 

A careful plan for digital data archiving should be 
in place, due to the sensitivity and the quantity of 
the data collected. 

Local shipment regulations may restrict return of 
physical trial materials (devices/medicines). 

A plan for communicating the overall results to 
regulatory authorities and participants should 
be considered as there may be differences from 
traditional trials. 

The Close Out and Reporting building block represents the phase related to the conclusion of the trial. This can be broken 
down further into specific trial activities that might consider aspects of site close out, data finalisation and reporting differences 
from traditional models. 
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Figure 7: “Operations and Coordination” stage with key activities.  
* See D1.1 First set of recommendations for RDCTs (to be implemented in 
the pan-EU pilot RDCT) 

Consider IT requirements and logistics. 

RDCT require additional skilled IT and participant 
support personnel. 

Adequate resources are needed to ensure that 
participants feel supported and receive rapid 
responses to queries. 

Consider contingency planning in case of vendor or 
manufacturer withdrawing device, support or drug 
supply. 

Privacy requirements may necessitate technical 
design accommodations. 

 

The Operations and Coordination building block represents the phase related to the operational conduct of the study. This can 
be broken down further into specific trial activities that might also consider the evaluation and definition of operational aspects of 
running a trial; whether scientific question has been adequately answered; consideration as to whether pre/post-licensing 
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Summary 
 
 
Many clinical trials already incorporate remote or hybrid elements. Trials using RDCT methods are likely to become 
even more common in the future due to technological advances and societal pressures. This document highlights the 
key decisions that need to be made when deciding whether remote or hybrid methods are appropriate. It is intended as 
a tool to support decision making when planning whether a particular research question could be answered using RDCT 
methods. 

 


