


In the years before the global coronavirus pandemic took hold in 2020, clinical development 
strategies and trends were already shifting towards greater globalization, digitalization, 
and patient centricity. This shift, while slow, could be seen in multiple arenas: regulatory 
guidance advising on incorporating patient perspectives in trial endpoints such as the U.S. 
FDA’s 2021 draft guidance on the use of patient-reported outcome measures (PROMs) in 
oncology trials; sponsors’ initiatives on including more diverse patient populations; and 
rapid digitalization of business processes, enabling new approaches to trial conduct and 
patient engagement. The onset of the pandemic only accelerated the effects of these 
concurrent trends and factors, facilitated by technology.

Decentralized Clinical Trials (DCTs) saw a rapid uptick as patients were unable to travel to 
study sites due to travel restrictions and quarantines. This model of clinical trial design and 
conduct allows for certain activities (as specified in the clinical trial protocol) to take place 
away from traditional clinical research sites. It may come as a surprise to some that this 
model has existed for over twenty years, long before pandemic mitigation restrictions were 
put in place.  

While DCT technologies have enabled patients and sites to participate in novel and 
innovative ways, there is a lack of qualitative and quantitative data on site perspectives on 
the use and implementation of these initiatives. To examine how this model has impacted 
site experiences, Medidata partnered with the Society for Clinical Research Sites (SCRS) to 
survey its members on a variety of DCT topics, including scope, perceived effectiveness, and 
enablement. Understanding clinical research sites’ experiences and perspectives on DCTs 
will help industry stakeholders – from sponsors and clinical research organizations (CROs) 
to regulatory agencies – refine trial design, operational procedures, and regulatory policy to 
better serve patients and sites while optimizing outcomes for the global health community.

Introduction



About the Survey Respondents

Understanding the Impact of COVID-19 on Research Sites

Conducted in early 2022, an online survey was sent to the 
entirety of SCRS’s immediate and extended reach, including 
site directors and managers, study coordinators, and principal 
and sub-investigators, as well as site owners and business 
development personnel. Individuals who did not respond 
to the original invitation were provided with four additional 

reminder emails. A total of 135 sites participated, primarily 
representing geographically urban or suburban sites as well 
as some rural areas. Sites reported extensive therapeutic 
expertise, including endocrinology, cardiology, neurology, 
oncology, rare diseases, and ophthalmology.

To assess the impact of COVID-19 on research sites, 
respondents were asked to provide information on a number 
of operational and financial measures negatively impacted by 
the COVID-19 epidemic. Staffing losses (47%), a reduction 
in new study launches (45%), and delays/pauses of existing 
studies (40%) were reported as having the greatest effect. 

The lack of compensation for added expenses (49%) incurred 
as a result of the pandemic, as well as trial cancellations 
(37%) and patient inability/unwillingness to travel to sites 
(33%), were reported as important secondary consequences 
negatively impacting sites. Please refer to Figure 1 for 
additional information. 

Figure 1. In which of the following ways (choose the top three) was your site negatively affected by the 
pandemic/COVID related lockdowns?



Figure 2. Please rank the following challenges your site has faced as it pertains to the adoption of DCTs 
from most challenging to least challenging.

Study Start-up/Set-up

Adoption

Integration

Modifying  operations ond SOPs

Staff training

Other

The FDA defines DCTs as a clinical investigation where some or all of the trial-related activities occur at a location separate 
from the investigator’s location. Using technology, patients remotely engage in their trial activities, creating better patient 
experiences while enabling sponsors to execute faster, smarter trials driven by high-quality data, allowing for the utmost 
confidence in data collection and submission. Medidata DCT is an ecosystem of tools, people, and processes that allows 
patients, sites, and sponsors to participate, contribute, and monitor any clinical trial.

To understand if sites’ definition of DCTs align with the FDA, respondents were asked to comment on their perception of a DCT. 
Survey participants offered a wide range of definitions. Some agreed with the definition offered, while others described the conduct 
or benefit of these trials, explaining that decentralized clinical trials “allow for visits to be completed at alternative locations,” “take 
the burden off patients traveling to site,” and enable “more remote visits, fewer on-site visits, [and] medications delivered to home.” 

Some respondents mentioned the tools or solutions that facilitate decentralized trial activities, including remote monitoring and 
study data collection, electronic diaries, and study visits completed at home via telemedicine, as well as tracking software to 
collect data on vital sign measurements. Another cohort of respondents expressed frustration with DCTs, saying that they entail 
“less interaction with patients,” raise questions about safety or regulatory concerns, and result in more complications for sites. 

These varied responses suggest that definitions of decentralized or hybrid clinical trials are ever evolving and dependent on one’s 
role in clinical research, while also underscoring that a single, unified definition has yet to coalesce across the industry. What 
is clear from sites’ perspectives is that decentralized clinical trials leverage technology to capture data and replace activities 
traditionally done at sites, but that they also require greater safety and adherence oversight, reduce site staff interactions with 
patients, and often add uncompensated work for sites.

To understand what drives these perspectives, the survey asked respondents about their experiences and challenges with respect 
to conducting DCTs (Figure 2). Nearly two thirds of survey participants said they had participated in hybrid or decentralized trials, 
reporting that their top challenges in adopting this trial model included overall adoption and study startup activities. Integration, as 
well as modification of operations and standard operating procedures, ranked closely after that, suggesting that new technologies 
and processes introduced complications. However, despite such challenges, sites recognize the benefits that DCTs offer in terms of 
offering access to broader patient populations, as well as improvements to patient experience, diversity, and retention. 

Of the 33% of sites who had not conducted hybrid or decentralized trials, most responded that they lacked the finances, patient 
population, staff, or technology required. Some suggested that they preferred and continued to see patients in person, or that 
they had concerns about oversight and regulatory or legal issues. 

Defining DCTs and Baseline Experience
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Comparing Past Experience With Future Expectations For 
Technology Utilization

Figure 3. Over the past two years, which of the following solutions or groups of solutions have you used 
within a clinical trial, and how often?

Figure 4. Thinking ahead to clinical trials over the next two years, how often do you anticipate using the  
following solutions?
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Building on this understanding of sites’ technology usage, 
the survey asked participants to report on their satisfaction 
with these solutions or groups of solutions. More than 
50% of sites reported a somewhat or extremely positive 
experience with eCOA, electronic recruitment solutions, 
patient registries, eConsent, televisits, and direct-to-patient 
supply solutions. However, 29% reported somewhat or 

extremely negative satisfaction levels with eCOA, and 30% 
said the same for eConsent and decentralized clinical trial 
solutions. Interestingly, most respondents reported positive, 
very positive, or neutral levels of satisfaction with all eight 
categories of solutions, suggesting these technologies do add 
value to clinical trial operations for sites.

User Experience

Figure 5. Please rate your patients’ experience using these solutions or groups of solutions

eC
OA/e

PRO

Onlin
e /

 Elec
tro

nic
 

rec
rui

tm
en

t

Elec
tro

nic
 co

ns
en

t 

(eC
on

se
nt)

Wea
rab

les
 or

 se
ns

ors

Tel
evi

sit
s

Dec
en

tra
lize

d 

of 
Hybr

id T
ria

ls

Pati
en

t R
eg

ist
rie

s 

for
 pr

e-t
ria

l an
d p

os
t-

tria
l en

ga
ge

men
t

Dire
ct 

to 
Pati

en
t 

dru
g/I

MP Ship
men

ts

100%

90%

80%

70%

60%

50%

40%

30%

20%

10%

0%



To gauge the impact of technology on clinical trial 
participants, the survey also asked sites to rate their 
patients’ experiences with the same technologies. More than 
half of sites reported that televisits (56%) and DtP drug/
IMP shipments (50%) were extremely or somewhat positive 
experiences for their patients, while decentralized or hybrid 
trials and patient registries (27% each) were the lowest rated 





Another technology solution that enables remote trial 
conduct, off-site clinical trial monitoring systems, are 
increasingly utilized to enable remote source data verification 
(SDV) and source data review (SDR). More than half of sites 
believe this technology to be a viable solution for data quality 
and patient safety oversight. Of the 43% interviewed in this 
survey who do not currently use this solution, most said 
it is because sites are not compensated for the additional 
activity and costs associated with it. They also reported 
that the lack of integration between EHR, EMR, imaging, and 
EDC systems makes this solution impractical for SDV/SDR. 
Others suggested that their technology or processes are 
not prepared to support remote monitoring for SDV/SDR or 
described concerns about increased risks, complications, and 
reduced communication among stakeholders. 

Sites that utilize remote monitoring solutions for SDV and 
SDR reported that it facilitates efficient engagement with 
clinical research associates (CRAs), reduces inspection 
findings, and helps remediate issues cited in inspection 
findings. 

The most challenging aspects of utilizing remote monitoring 
for source data verification and reviews are related to 
document management (e.g., scanning, uploading, or 
exporting documents), lack of integration between systems, 
and managing CRA access to EHR/EMR systems.

Other DCT Technology: Remote Monitoring Solutions for Source 
Data Verification and Reviews

Table 2. For the solutions or groups of solutions, you do NOT currently use, what factors, if any, would 
limit your usage of these solutions in the future?
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