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Introduction

Objective: To evaluate published data on the
design and conduct of decentralised clinical trials
(DCTs) using quantitative and qualitative
approaches.

Background: DCTs are clinical trials that make use
of digital innovations and other related methods to
make them more accessible to participants. They
aim to reduce the burden of trial participation,
boost trial accessibility and recruitment, and
improve the generalisability of evidence.

DCTs include fully “remote” trials, where there is
no direct in-person interaction between study
personnel and participants, as well as “hybrid”
trials, where DCT methods are combined with
more conventional site-based approaches.

We do not know if DCTs are better for recruitment,
retention, or cost than conventional site-based
trials.
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Methods

* Prospectively registered: PROSPERO 2020
CRD42020166710

e Structured searches of academic databases,
ClinicalTrials.gov, and relevant websites for

publications reporting or discussing DCT
methods (11/02/20 - 31/03/20).

* Removal of duplicates

* Title and abstract screening

* Full-text screening

e Structured data extraction forms
a. Quantitative
b. Qualitative

e Analysis
a. Descriptive statistics

b. Thematic analysis
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Quantitative Results

Key findings:

* DCTs using various operational and technological
approaches have been used in many therapeutic
areas and patient groups.

e There is insufficient evidence to demonstrate a

benefit of any DCT methods in terms of

recruitment, retention, or cost.

The 45 DCTs identified were widely heterogeneous
in design and reporting. Meta-analysis of the effect
of DCT methods on the primary recruitment
outcome (number of randomised participants) was
therefore not appropriate, and summary statistics
only were generated.

e 14 fully remote, 18 hybrid
* Median 375 participants (range 10- 39,876)
* 87% UK or N. America based

e 7 DCTs with participants in 2 or more countries
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Qualitative Results

Key finding:

* The convenience of at-home participation must
be balanced against transferring burden to
study participants.

117 sources published between 1988 and 2020
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Conclusions

e Technological improvements and proposed
benefits in trial efficiency and participant-
centredness have led to increasing adoption of
DCT methods.

e The COVID-19 pandemic has accelerated DCT
adoption.

* We found insufficient published evidence to
confirm if DCTs are better for recruitment,
retention, or overall trial cost.

 We identified advantages, disadvantages,
facilitators, and barriers which should be
considered when adopting or developing DCT
methods.

e Further exploration of patients’ and
stakeholders’ perceptions and experiences
should be conducted to ensure that DCTs are
beneficial for all.



