
1

w

Why New Approaches 
to Clinical Trials are 
Here to Stay

TISSUE ANALYTICS CLINICAL TRIALS

Researchers continue to look for ways to gather 
important data during pandemic and beyond

By Nico O’Kuinghttons
Vice President, Business Development
Tissue Analytics, a Net Health® Company
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Necessity is the  
Mother of Invention

It’s a testament to the commitment of the nation’s researchers 
that even during a pandemic, they looked for ways to ensure 
effective clinical trials continued.

Such dedication is especially notable in wound care. We continue to see such 
promising innovations. It’s vital to the health and well-being of millions of patients 
suffering from wounds ranging from diabetic foot ulcers to pressure injuries 
worldwide to keep the momentum going.

Over the past year, wound care clinical trials have continued to evolve. With the 
pandemic, more researchers explored virtual trials. While promising, they aren’t 
the ultimate solution. Participants, especially in wound care, need to come to 
the study site periodically so clinicians can fully assess their wounds’ status and 
communicate and engage on a personal level that’s a vital step to a  
robust process.

Enter the decentralized clinical trial, which has a goal of ensuring strict adherence 
to proven research protocols and assuring trial sponsors of the accuracy of their 
trial, all while ensuring participants and providers remain engaged. The FDA 
defines decentralized clinical trials as those executed through telemedicine and 
mobile/local healthcare providers, using processes and technologies that differ 
from the traditional clinical trial model. Decentralized trials also help with another 
area of keen interest to the FDA, gathering real-world evidence (RWE), or what 
happens outside of the controlled clinical setting.1

The decentralized approach to clinical trials is working and will continue to provide 
value and benefits to all constituents involved in wound care research. But first, 
there are issues to consider and steps to take . . .
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Centralized or traditional trials are 
predicated on two challenges:

1.  Recruitment; and

2.  Patient access
Wound care clinical trials are primarily run at 
a limited number of sites to keep them near 
researchers, providers and the appropriate pool 
of participants. As such, it limits the population 
of patients who can participate. Those limitations 
also affect both timelines and the ability to 
predict when the components necessary for a 
trial will be in place.

The realities of wound care clinical trials also 
mean it isn’t easy to speed or boost recruitment. 
When patients (who are typically older and in 
frail health) have to travel to a site, they may lose 
interest in participating; trial administrators often 
scramble to replace drop-out participants or 
shorten trial timelines.

Addressing Challenges 
in Clinical Trials Today

Six Reasons Why 
Decentralized Clinical Trials 
are  Here to Stay. They . . . 
1. Are better for patients. Benefits include safety 

and convenience.

2. Offer a more cost-effective approach for 
trial sponsors. Decentralized trials create 
efficiencies and manage costs by reducing 
the need for cumbersome and repetitive 
paperwork such as filling out forms, scanning 
and faxing reports and charts, etc. (saving 
time = saving cost)

3. Give providers and trial administrators the 
ability to see data in real-time and provide 
rapid feedback. This provides greater control 
and monitoring of the condition and ensures 
better efficiencies and more optimal care.

4. Reduce participation drop-outs and keep 
patients more engaged, empowered, and 
involved through education, reminders, and 
clinicians’ ongoing contact.

5. Facilitate participation of a more diverse 
population to ensure greater health equity and 
provide a more thorough understanding of 
patient needs.

6. Enable incorporating RWE into clinical trial 
data, helping researchers meet one of the 
FDA’s newest initiatives.
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Decentralized trials address the 
challenges inherent in trials today 
by balancing virtual and in-person 
visits. The approach is still new but 
is showing promise in many areas of 
wound care research.
The key is to use virtual and in-person visits 
strategically and in a manner that will be 
seamless and simple for participants, hence the 
concept of “Hybrid Trials”. Here’s how a well-
managed hybrid clinical trial works.

1. The trial administrator connects with a 
clinician population who can help with 
recruitment and create awareness among 
potential participants that there are trials 
that could benefit their conditions.

2. The screening process is simplified using 
a virtual system to submit required data 
through an electronic platform. For example, 
a rural clinician could submit proposed 
participant information directly to the trial 
sponsor for screening using a clinical  
trial app.

Balancing Virtual and In-person 
Clinical Trials, enter “Hybrid Trials”

3. Once selected, the participant is given 
access to the app to report data remotely 
from their home or other settings (e.g., 
assisted living facility). An app-based system 
makes participation easier and reduces 
travel time to the site.

4. The same app is further leveraged to 
optimize participant compliance. Patients 
are reminded to submit data with 
notifications. They can also request calls or 
teleconferences through the app to discuss 
questions or concerns and ultimately help 
keep them on track and engaged.

While a virtual approach to screening and routine 
visits helps encourage participation, it’s not 
feasible or clinically desirable to eliminate all 
visits. Effective monitoring of patients’ wounds 
requires a clinician to physically assess them 
periodically. However, virtual visits continue 
to pay their value forward by helping to make 
in-person visits more effective and streamlined 
as patient data can be submitted beforehand, 
alerting the provider to questions and issues to 
resolve face to face.
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Connectivity and engagement are key to effective 
decentralized wound care trials. To maximize 
their value, look for simple, intuitive, and 
compliant solutions that empower sponsors, 
researchers, and providers to remain connected 
and offer a seamless experience for capturing 
images, video, and data measurements. 
Features that will make a difference include:

• An iOS/Android compatible smartphone 
device to photograph and document 
wound evaluations and analyze wound 
measurements and tissue composition.

• Digital tools, such as apps to enable ease in 
communication and reporting.

• 2D/3D Mobile Imaging to capture any wound/
lesion image with precision and accuracy.

• Commitment to compliance. Trial 
administrators should meet the necessary 
certification to serve as an eCRF and ePRO 
for clinical trials, including HIPAA, the FDA 
(21CFR Part11), and the EU General Data 
Protection Regulation (GDPR).

Maximizing Value –  
the Features that Matter 

• Note - Make sure your trial administrator 
will also provide an audit of Certified Quality 
Systems (CQS) if requested.

• eConsent to ensure enrollment in the trial is 
simple while following guidelines.

• Secure Messaging, Reminder/Alerts to keep 
participants informed and engaged.
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The expansion of decentralized clinical 
trials should be welcomed by all in the 
industry, including researchers, study 
administrators and patients. If we 
follow basic principles and keep our 
eyes on study goals, patient outcomes, 
and sponsor needs, we’ll all benefit 
and establish a new standard of 
excellence for clinical trial research.

Maximizing Value –  
the Features that Matter 

Study sponsor and trial administrator 
work to identify trial parameters, including 
targeted participants, length of trial, and 
frequency of outcome reporting.

Trial administrator identifies providers 
and works with them to find participants 
through an app-based screening process.

Trial begins, and participants utilize their 
app to communicate with clinicians and 
send images of their wounds.

Wound status is analyzed, and 
data recorded. 

Periodically throughout the trial, based 
on trial parameters, patient comes to 
site for an in-person visit. 

Trial ends, and experienced clinicians 
who understand wound care and how to 
interpret results, algorithms and other 
data analysis results provide a full report 
to client.
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Be Part of the Ongoing Revolution in 
Clinical Trials

Tissue Analytics is a pioneering developer of automated mobile wound and skin imaging 
and predictive analytics solutions. The company’s flagship product allows patients to 
download a secure app to their smartphone that the patient can use to send in pictures 
of their wound, as well as critical data like the degree of pain and itching during wound 
dressing changes. Images and data are sent securely to the provider’s dashboard, where 
the system automatically traces the wound, measures and maps the wound, and provides 
key metrics to the database.

Interested in finding out how Tissue Analytics Clinical Research can facilitate your 
next clinical trial? Contact us today for a demonstration. 

1 Real-World Evidence. FDA. https://www.fda.gov/science-research/science-and-research-special-topics/real-world-evidence

https://www.tissue-analytics.com/clinical-research/
https://www.fda.gov/science-research/science-and-research-special-topics/real-world-evidence
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