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Protocol Design Trends Investigators 
Should Look for When Selecting Studies

Abstract 
For investigative sites, selecting studies for increased patient centricity, whether 
through decentralized trials, patient input in study design, or remote monitoring 
initiatives, can improve enrollment. 

Introduction
The success of clinical research investigative sites 
hinges on patient recruitment. Higher recruitment 
rates mean greater income and better prospects for 
future contracts. However, patient candidates across 
a wide range of therapeutic areas must weigh the 
potential benefits of access to novel therapies against 
the variable drawbacks of participation. Study conduct 
has long been complicated by complex protocols, 
inefficient recruiting methods and logistics that can 
make participation burdensome, if not impossible. 
These days, patient concerns regarding COVID-19 
and the potential health risk of in person health care 
delivery sites confound recruitment even more.

Fortunately, trends in trial design and administration 
that were already focused on increasing patient 
centricity are accelerating, out of necessity. Sponsors 
are striving to facilitate patient access to studies. 
In addition to easing recruitment processes and 
streamlining participation, efforts are being made to 
enhance patient engagement before, during and after 
the study, improving patient-provided data quality 
and increasing patient retention. Further, some study 
designs incorporate patient input from the beginning 
to ensure clinical endpoints align with patients’ 
priorities for health outcomes. 

This movement toward patient centricity is good news  
for sites. Greater patient engagement and convenience 
should translate to easier recruitment, while streamlined 
processes make study conduct easier for those on the 
front lines. This paper discusses trial design features 
investigators should look for when gauging feasibility 
and selecting future studies. 

Transportation Issues:  
Past, Present and Future
Historically, travel difficulties have always affected 
clinical trial efforts. Studies demonstrated that patient 
no-shows and dropouts caused by lack of reliable 
transport options significantly impacted study costs 
and results.1 A National Research Council report 
identified inadequate transportation as a major 
contributor to a 30% dropout rate in Phase III trials, 
noting that the problem worsened over the course  
of lengthy trials.1 2 Factors such as travel distance and 
intensive, trial-related testing schedules were often 
cited as barriers to participation, especially among 
patients considered for lengthier trials and the elderly, 
as well as for those with challenging disease profiles 
for whom transportation can be very difficult.3 

If there was a travel barrier before 
COVID-19, even as the pandemic slowly 
recedes, this problem will be much worse. 
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With both disease and serology testing in arrears, the 
new “normal” promises to remain a sea of uncertainty. 
Older patients and those with underlying health concerns 
will likely remain reluctant to return to public transport 
or ride shares, or to visit medical centers without 
compelling reasons for doing so. While in the past, 
investment in transportation services would have helped, 
current circumstances demand a different solution.

Decentralized Trials Can Solve  
Many Barriers to Trial Participation
As shown in Figure 1, transportation barriers have 
been just one of many hindrances to patient clinical 
trial participation and retention.3 The ideal solution 
would not only enable patients to participate more 
easily, but it would also shorten enrollment timelines  

and enhance patient engagement to lower attrition 
and improve patient adherence to trial protocols. 

Decentralized trials make clinical research more  
patient-centric through the implementation of 
technologies that allow treatment, assessment 
and data collection to occur remotely.4 Approaches 
may include telehealth meetings for investigator 
assessments, home health services for portable 
testing and study drug infusion, electronic patient-
reported outcomes (ePRO) via cellular devices or 
outside testing in independent labs or imaging 
centers. Video conferencing and remote testing 
may also be applied for enrollment and consenting 
activities. These solutions place individuals at the 
center of the research process, enabling them to 
participate, and in some cases be enrolled, with few  
or no visits to a study site. 
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The reduction of patient burden using remote and 
electronic data-capturing technologies may allow a 
greater variety of patients across many geographic 
areas to take part. These technologies also streamline 
the collection and analysis of data and the conduct 
of long-term follow-ups, while facilitating consistent 
protocol adherence.

While decentralized trials may attract a broader, more  
diverse patient population, when supplemented with  
services that allow at-home participation, these trials 
may also facilitate recruitment and retention of 
patients who are generally inclined to participate in 
clinical research, but are unwilling or unable to make 
frequent site visits. These trials increase the pool of 
possible study subjects because even patients who 
are logistically difficult to serve with clinical trials — 
those with neurodegenerative conditions, such as 
Parkinson’s, Huntington’s and Alzheimer’s disease; 
geriatric and pediatric patients; and those residing  
in remote locations — can be included.5 

Remote Monitoring 
Supplementing the adoption of the decentralized trial 
model are continued advances in wearable sensors 
that can remotely measure physiological indicators, 
such as activity levels, sleep, blood pressure, heart 
rate, electroencephalograms, cardiographs, weight 
and blood glucose. When adequate security measures 
are in place, use of wearable technologies in the home 
setting can enable real-time transmission, collection 
and monitoring of data through deployment of 
compliance dashboards that track parameters affecting 
patient safety, data quality/variability and engagement. 

De-identified data collected through mobile devices, 
integrated with the full patient dataset, can yield 
more objective information with an easier-to-maintain 
audit trail than that offered by traditional outcome 
assessment instruments, potentially improving data 
quality, reducing patient burden and enhancing 
patient engagement.6 Remote monitoring can 
also facilitate provision of informed consent and 
verification of critical source data — e.g., laboratory 
and radiology reports and adverse events — and 
objective endpoints.7 

Patient Input in Trial Design 
A logical extension of the patient centricity movement 
is the involvement of patients in clinical trial design. 
PatientsLikeMe, which bills itself as “the world’s 
largest personalized health network,” is used by 
more than 500,000 individuals to find new treatment 
options and share information about more than 
2,700 conditions. Members have generated 40 
million data points to create “one of the largest 
repositories of patient-reported, cross-condition data 
available today,” information that informs clinical trial 
design and “help[s] the healthcare industry better 
understand the patient experience”.8

Similarly, the European Patients’ Academy on Therapeutic 
Innovation (EUPATI) is a public-private partnership that 
provides training and educational resources to enhance 
patients’ and advocates’ understanding of drug R&D, 
as well as to help them become more actively involved 
in clinical development. With its database of patient 
experts, EUPATI facilitates patient collaborations 
with academic and industry researchers, regulatory 
authorities, and ethics committees. The organization 
has trained a cadre of patient advocates who have 
participated in “patient involvement activities” across 
the R&D continuum, including all phases of preclinical 
and clinical trials, the regulatory approval process and 
post-approval activities.9 

Such services are particularly well-suited for rare disease 
communities and can also be extremely valuable to 
patients with more common conditions. For example, 
patients with kidney disease who require dialysis three 
or more times a week often suffer from diabetes, heart 
disease or other comorbidities. They have specific 
needs that must be accommodated within a trial 
protocol. Selecting trials that have been designed with 
patient input in mind and the help of a site management 
organization with an understanding of clinical care and 
specializing in kidney disease trials can be critical to 
driving patient enrollment in these studies.



844.CKD.ESRD (844.253.3773)  |  Frenova.com

About the Author

Kurt Mussina brings more than 30 years of international business success to his role at Frenova, including a record of leadership  
and achievement structuring and orchestrating global business development teams in the contract research services industry.  
As president, he is responsible for driving Frenova’s global growth and success.

Kurt Mussina 
President, Frenova Renal Research &  
SVP, Global Medical Office, Fresenius Medical Care

Take the Time Now to Consider  
Your Study Options With Patient 
Centricity in Mind
New strategies are rapidly transforming and streamlining 
clinical trials. The COVID-19 situation is accelerating 
the acceptance and adoption of these patient-centric 
approaches. Because these models, by definition, 
ease clinical trial participation for patients, such trials 
should be easier to recruit for. Therefore, it makes 

sense for investigators to opt for trials with patient-
centric features, such as virtual elements, wearable 
monitoring devices and patient-sourced design input. 

Now is the time to give due consideration to optimizing 
your studies so that when study conduct picks up 
as the COVID-19 crisis passes, your site can hit the 
ground running. Selecting for patient centricity should 
help facilitate recruitment for greater investigative 
site success.
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