
The Critical Success Factor for Fully 
Realizing Benefits of Decentralized Trials
 
Over 100 years ago, there was a similar sense that life had been divided into two distinct chapters: pre- and 
post-pandemic. Life after the 1918 influenza pandemic brought the roaring 20s and was widely known as a 
time of medical innovation with the introduction of vaccines for diphtheria, insulin and the first adhesive 
bandage. Today, there is a widespread shift in healthcare, too, as we have seen accelerated acceptance of 
telehealth and decentralized care solutions from physicians and patients alike. 

In the clinical trials realm, the application of decentralized capabilities—from sensors and wearables to 
mobile nurses—reimagines a process that was ripe for an overhaul. By leveraging technologies and 
personalized communications that more closely mirror what patients are becoming accustomed to in their 
care options, decentralized trials create exciting new ways to better the standard of care offering, accelerate 
patient access, improve retention and increase diversity, while providing the potential to increase efficiency 
and data capture. 

Trial design experts at Syneos Health® have found that no matter the size of the company or therapeutic 
indication of an asset, a critical success factor in executing decentralized trials is starting with a deep 
behavioral understanding of patients. We often talk about a patient journey with a focus on disease,  
how a patient is diagnosed and their treatment pathway, but it is equally, if not more important, to think 
about their emotional journey and consider their motivation for participating in research: What real world 
experiences do they have? What have they heard, if anything, from others who have participated in 
research? Who do they trust? And what can we learn from their communities—families and friends, 
advocacy organizations and care providers? The answers to these questions inform everything from 
protocol design to study endpoint identification and patient recruitment. For some patient populations, 
these insights may even point to the need to keep a traditional model in place versus opting for a hybrid  
or fully decentralized design. 

Successful decentralized trials are as unique as patient needs, concerns and priorities. Here are just a few  
of the ways to build a trial that meets patients where they are: 

• Understand their “why”: What drives someone to choose a clinical trial or to encourage a loved 
one to participate? Mixed-method qualitative and quantitative approaches—patient advocacy group 
consultations, regional, cultural and patient advisory boards, interviews and surveys—can surface 
motivators, illuminate barriers and lead to solutions that matter most to patients across a range of 
identities and life circumstances. They can also highlight how proposed eligibility criteria or schedules 
may inadvertently exclude certain demographics. It is important to seek guidance and feedback aligned 
to disease epidemiology and explore how disease experience and treatment decisions are shaped by 
factors such as identity, gender, ethnicity, religion, employment type/status, age, income, insurance, 
comorbidities and geography. 
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• Evaluate patient burden: When we consider patient burden, we 
review four key areas—the number of study visits, the length of 
time on site, how invasive study procedures are, and, finally, how 
long the study is overall (to maintain compliance and motivation). 
Once we have this information, we can start to consider the 
logistics. For example, a study site may be quite a distance from 
where the patient lives. When possible, the clinical trial should be 
taken to the patient’s home rather than requiring the patient to 
travel to the clinical trial site. For gene therapies, after the initial 
course of candidate therapy is administered at a qualified hospital 
center, the patient might be able to provide many of the follow-up 
procedures via home health visits or remote monitoring.

• Decide if home care is the right approach: Specialized and 
trained nurses can facilitate and support patients in multiple ways. 
This includes drug administration and accountability, vital sign 
assessments, collection of patient-reported outcomes, collection 
and processing of biological samples, and collection of photos 
of skin lesions with a specialized camera. Conducting multiple 
assessments at a patient’s home without compromising the data 
availability and quality is possible. All the data collected from  
a patient’s home can be automatically transferred to the study  
site and linked to the electronic data capture system.

Arm Patients With Tools for 
Achieving Remote Care Equity  
Patients in rural communities are less likely 
to have broadband access than those living 
in cities. Patients in urban multi-generational 
homes may shy away from at-home care or 
telemedicine because of privacy concerns. 

How patients access the Internet and integrate 
digital tools into healthcare behavior, 
preferences and decision-making differs 
widely. Broadband access is considered a 
“super determinant of health,” and while 
smartphones are somewhat ubiquitous, service 
plans are often limited, shared or periodically 
disconnected in low-income communities. 

Digital options require more than access to 
technology. They require digital health literacy. 

Digital health literacy includes traditional  
health literacy and the skills and confidence 
to navigate and create health information in 
digital formats. In addition to income, low digital 
health literacy rates are highest among older 
populations, and those with disabilities and/or 
limited English proficiency. 

In the U.S., for example, it is estimated that 
more than half of all adults read below a sixth 
grade level, and that one in three would have 
trouble with directions on a prescription label.  
The number of adults with basic or below basic 
health literacy ranges from 28 percent of white 
adults to 65 percent of Hispanic adults. 

To boost the potential for decentralized clinical 
trials to increase inclusive trial participation,  
it is important to proactively uncover and solve 
for road blocks some patients may face even as 
digital and remote options tear down barriers 
for others. Proactively consider areas for 
flexibility and patient support such as offering 
visits in convenient nonresidential settings, 
Internet access support, loaner device options, 
and technical support/training. 

Understand their “why”

Evaluate  
patient burden 

Decide if home care  
is the right approach
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ABOUT THE SYNEOS HEALTH INSIGHTS HUB
The Syneos Health Insights Hub generates future-focused, actionable insights to help biopharmaceutical companies better execute 
and succeed in a constantly evolving environment. Driven by dynamic research, our perspectives are informed by our insights-driven 
product development model and focused on real answers to customer challenges to help guide decision making and investment.

ABOUT SYNEOS HEALTH

Syneos Health® (Nasdaq:SYNH) is the only fully integrated biopharmaceutical solutions organization. The Company, including a Contract 
Research Organization (CRO) and Contract Commercial Organization (CCO), is purpose-built to accelerate customer performance to 
address modern market realities. Learn more about how we are Shortening the distance from lab to life® at syneoshealth.com.

How does this play out in the real world? 
For example, a sponsor or contract research organization may assume that late-stage cancer patients in 
a trial will prefer getting medicines at home. Yet, based on surveys and collaborative efforts with patient 
groups, we may learn that some patients treasure in-person contact with their oncologists and medical 
staff. Or they just want to get out of the house and enjoy a routine —having lunch, grabbing coffee—that is 
woven into their regular site visits.

Conversely, there could be an assumption that less-sick patients in a trial for chronic conditions such 
as type 2 diabetes have greater mobility and won’t mind coming to the trial site. But for any number of 
reasons—lack of access to transportation, work-related conflicts, or fear of exposure to COVID-19—the 
majority may prefer a decentralized approach. A patient also may respond to specific communications 
related to the study, education from trusted community leaders, lack of an alternative treatment path, 
or other factors. This focus becomes even more important on a global study, where we have to consider 
cultural impact and understand the key drivers in local communities that will differ by country.

These nuances are at the core of a well-built trial design. So, it is essential to begin with patient needs in 
mind and customize your trial to create a foundation for improved patient experience in your research as 
well as throughout the product life cycle. 

Learn more about a consultative problem-solving approach to decentralized solutions, which combines 
behavioral, scientific and therapeutic expertise to configure custom solutions to address the unique 
nuances of your trial at www.syneoshealth.com/solutions/clinical-development/decentralized-solutions.


