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Introduction 
COVID has upended the traditional clinical trial 
industry. The short-term effects have been 
disruptive, but we have all seen that the longer-
term implications are quite encouraging, with the 
potential to reduce cost, accelerate timelines and 
improve data accuracy 

Most of our prospective clients understand that 
virtual represents a new frontier in clinical 
research but often ask how to implement virtual 
solutions into their studies.  

Is this you? Maybe you already have a written 
protocol and want to gauge the possibility of a 
virtual transition, or perhaps you want first to 
determine the most effective trial design? 

Because these are scenarios we see so frequently, 
we thought we could offer a playbook to help you 
imagine your studies in a virtual way. Here are 
four big-ticket items that will impact how your 
study is designed. 

 
 
   
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 

 

 

 

 

 

 

 
1. Study Design 

We often hear sponsors express concern that 
their protocols are too difficult, complicated, or 
delicate to consider a decentralized model. Of 
course, if the goal is to capture data on people's 
perceptions of a product or substantiate the 
improved quality of life claims, your study is likely 
ripe for a 100% virtual design. Other trials will 
require site or doctor visits but should consider 
ways to integrate virtual methods. Virtual doesn't 
necessarily mean 100% remote. Many site-based 
trials can be at least partially decentralized.  About 
a quarter of our studies require some visits to 
sites/clinics. The goal is to identify the points at 
which face to face visits can be adapted to or 
replaced by a decentralized model. 

 

  

 

 

 

 

                  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Figure 1. Study Design Calendar Example 
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2. Data Collection  
The most frequent questions we receive are about 
data capture. While it's often difficult to imagine 
clinical data being collected outside of a doctor's 
office, many technologies in the virtual toolbox 
allow for data collection at home. Some of these 
tools are listed below:  

ePROs: ePRO has been around for a long time, 
but in an entirely virtual trial, the term is a 'given' 
since all participant reporting is automatically 
entered electronically. ObvioHealth, for example, 
makes it easy for patients to report outcomes 
through an app on their smartphones. This often 
saves cost for trial sponsors, as they don't need to 
rent or purchase ePRO equipment for every trial 
participant.  

 
 

   

 

Image & Sound Capture: This technology can 
improve patient reporting accuracy by collecting 
rich visual and audio information that can provide 
greater and more accurate data than reporting 
alone. Participants often inject bias into their data 
reporting, mainly when tired, in a rush, or may not 
fully understanding what they are experiencing.  
Visual (e.g., skin rash) and audio (e.g., coughing) 
input from the source can help eliminate this bias.  

Audio and image capture can also be 
supplemented with AI that can learn to 'grade' the 
data with experts' help. A growing number of 
researchers incorporate AI and machine learning 
into their studies to provide an unbiased 
interpretation of reported outcomes. Artificial 
intelligence can also reveal participant recording 
inaccuracies and provide additional unobservable 
parameters of a patient's condition.  

As you plan your study, it's important to think 
about the different ways to reduce bias from your 
data sample to increase the likelihood of obtaining 
valid efficacy/claims.  

 
 

     

   

Figure 2. EPRO App Examples  

Figure 3. Audio capture (LENA study), image capture (stool study) 
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Medical /Digital Devices: Until recently, it was 
assumed that patients needed to travel to a 
hospital or clinic for certain types of 
measurement. However, inroads in the 
development of accurate devices for in-home use 
have shifted this paradigm. Today, patients can 
give blood samples, measure their heart rates, and 
even take ECGs from home. Devices and 
instructions are shipped to the patient, and virtual 
training sessions can ensure they are being used 
correctly. This opens up a world of opportunity for 
more convenient capture of data.  

There are also a growing number of digital devices 
that can be downloaded from the patient's phone. 
In some cases, with participant permission, they 
can passively capture information on vital signs 
and activity levels that can be automatically 
uploaded to the trial platform.  
 

 

 

 

 

    
 

 

 

Home health/Lab visits: Should protocol dictate 
more complex procedures for collecting 
biomarkers, home health visits present a viable 
alternative to lab appointments. For instance, 
HCPs can perform periodic blood-draws in a 
patient's living room. In a COVID-19 study 
conducted by ObvioHealth, nurses will conduct 
nasopharyngeal swabs at the patient's home to 
determine if they are testing positive for the virus.  

 

3. Study monitoring 
What happens to all of the data captured through 
virtual trials? In a world without paper, 
information captured digitally by trial participants 
and providers is immediately transferred to an 
electronic data record where it can be monitored 
24/7.  

 

Dashboards: The advantage of virtual trial 
monitoring is that KPIs and metrics can be 
analyzed in real-time. Customized dashboards give 
sponsors access to up-to-the-minute 
developments on study progress --from 
recruitment through data lock. This also enables 
the study team to detect hiccups before they 
become major pain points. For example, suppose 
the study team starts to see rising rates of non-
adherence. In that case, they can immediately 
investigate possible causes, send extra push 
notifications to patients' phones, or discuss the 
need for other measures. Most of the time, issues 
can be resolved without the need for protocol 
amendments.  

Safety Monitoring: A core component of any trial, 
safety monitoring is predicated on the research 
staff's ability to maintain an open line of 
communication with the participant and sift 
through data to uncover adverse events. Real-time 
monitoring allows researchers to pinpoint a 
potential AE as the data comes in. Telehealth visits 
and live chat functions provide patients the 
versatility to conveniently report worrisome 
symptoms (AE/SAE), wherever they may be (i.e., at 
home, on-the-go).  

Figure 4. Device Integration  
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4. Recruitment & Enrollment 
In a virtual study, recruitment & enrollment are 
also conducted remotely. This virtual approach 
offers some meaningful benefits/advantages 
when compared to traditional methods. The digital 
recruitment & enrollment models break down 
many of the barriers to clinical research, are often 
more inclusive, faster, and more cost-effective.  

 

Untapped Populations: Many people aren't aware 
that clinical trials are currently running for issues 
or indications relevant to them. Because 
recruitment does not depend solely on sites or 
doctor referrals, geographic boundaries evaporate, 
leaving recruiters with a much broader pool of 
potential participants to meet inclusion and 
exclusion criteria. By reaching out to people who 
would otherwise not be solicited, virtual trials can 
recruit those who live too far from a lab or clinic, 
aren't registered in a patient catalog but may be 
suffering silently with a disease.  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Figure 5. Mock Dashboard 

Figure 6. Social media ad example demonstrating 
widening of participant pool 
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Informed consent without the pressure: Instead 
of requiring participants to review and sign 
consent forms face-to-face with an HCP, digitizing 
the consent process (eIC) allows patients to 
review at their own pace. Just because the 
consent is virtual doesn't mean the participant is 
left to his/her own devices. There are multiple 
ways to engage patients and ensure they 
understand their responsibility in the trial. The 
consent can be programmed with a quiz or a 
video. Participants can also reach out to the study 
team via instant message to ask questions about 
their involvement.  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Patient training for higher compliance: Training is 
too often neglected when onboarding participants 
or patients. Patients need to know their roles 
during a clinical trial and be familiar with the 
meaning behind the words used while 
participating. For example, patients may be asked 
to report on the symptom of fatigue, but to one 
patient, fatigue might mean tiredness, and to 
another, it may mean a lack of energy. While 
subtle, these differences can sway data 
dramatically. Patient education on how to provide 
accurate information can also reduce the placebo 
effect. This training can be done virtually, and 
quizzes can be deployed to ensure they retain the 
training information before beginning the trial.  

The better a participant understands his or her 
engagement at the outset of a trial, the more likely 
she/he will be to comply with the protocol, 
provide accurate reporting, and complete the trial. 

 

Each virtual component of a clinical trial can be seen as a stepping-stone to better data. Digital 
recruitment provides sponsors an effective means to identify ideal candidates from a broader 
pool. Digital enrollment enables participants to comfortably sign on to studies while offering 
support when and if needed. ePROs enable real-world data capture outside of the sanitized 

clinical setting. 

Each component plays a crucial role in constructing a time-efficient, cost-effective protocol 
design that can deliver more and better data. For the sponsor, the question shouldn't be IF 

they can go virtual, but rather how virtual can they go? 

Figure 7. eIC Visual 


