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mOBILE IN CLINICAL 
TRIALS 2020...

The event kicked off with opening remarks from co-chairs Dr Dan 
Karlin, Healthmode, and Michelle Shogren, Bayer. With COVID-19 
providing the backdrop for the first virtual conference in Mobile’s 
7-year history, Dan and Michelle noted the adoption of flexible trials 
due to the pandemic was exactly what they and others have been 
working on for years.

The 7th annual Mobile in Clinical Trials conference 
was presented in September virtually to an audience 
of over 150 people and reported on the latest 
progress in applying mobile-digital tools and patient-
facing technologies for flexibility while connecting 
and empowering patients. It featured collaborative, 
experience-based case studies to help R&D move faster 
to provide more choices for patients and investigators 
while obtaining better outcomes in drug development. 

was packed with dynamic case 
studies from Pfizer, Eli Lilly, Janssen, 
Bayer, Abbvie, Biogen, Myokardia 
and others that provided valuable 
takeaways

- highlighted an exploratory trial in 
the cardiovascular space for the 
very first time

- provided a practical framework 
for qualifying novel digital 
endpoints

- included the patient’s voice in 
the design of a mobile clinical trial

- featured cutting-edge 
technologies in development at a 
major U.S. hospital

MOBILE IN CLINICAL 
TRIALS

2020 Recap 
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Dr Erika Augustine of Rochester Medical Center 
moderated a discussion on the acceleration of virtual 
trials from the perspective of multiple stakeholders. Beth 
Stroud, a patient in a clinical study, spoke of the ways 
her trial has become less burdensome by allowing for 
local blood tests, virtual doctor visits and drugs delivered 
to her home. “Of all the things that have changed 
because of COVID-19,” Ms Stroud said, “this has been 
an unexpected positive.” 

Ariel Dowling of Takeda saw this as the time to push 
boundaries in the adoption of digital technologies, 

particularly since the FDA has been flexible in allowing the 
use of remote digital devices to obtain measurements. 
Jimmy Bechtel of Society for Clinical Research Sites 
(SCRS) discussed the challenges this rapid change posed 
for clinical sites.

Kent Thoelke of PRA Health Sciences spoke about 
the need for technologies to become part of the normal 
work flow because the current clinical trial model is 
inefficient. And Christopher Ceppi of Science 37 pointed 
out the pandemic has been a catalyst for trials to be 
more sensitive to the needs of the patient. His company 
is seeing more people in the US express interest in 
participating in clinical trials, and so he believes we’re on 
track to fulfill the promise of decentralized trials. 

The Physician, Patient, Pharma and Service Provider 
Perspectives on the Rapid Transition to a Virtual Trial 
in the Era of COVID-19 and Beyond

How a Physician Transitioned from Traditional to 
Remote Clinical Trials for the Benefit of His Patients

Boston Children’s Hospital 
Case Study on Rapidly 
Deploying a Digital Strategy 
to Meet the Needs and 
Expectations of Patients 
and Caregivers

A New Framework to 
Assist Drug Developers in 
Determining Which Device 
is Right for your Trial

Caitlin Schumann of Boston Children’s Hospital 
discussed the innovative solutions in clinical care that 
have resulted from COVID-19. Virtual visits at the hospital 
grew over 200% from the start of the pandemic and 
there was an acceleration in the use of digital tech and 
connected devices. Otolaryngology teams relied on digital 
otoscopes for virtual visits, pulmonary teams looked to 
home spirometry devices for lung function testing, and 
attending physicians evaluated digital stethoscopes as a 
way to limit the number of people in a patient’s room.

Caitlin acknowledged we’re still at least two years away 
from a fully digital doctor’s bag, reiterating that a lot of 
these measures were taken out of necessity. But, she 
pointed out, they now understand where the gaps are and 
how to improve technologies to work at scale long-term.
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Jennifer Goldsack, of Digital Medicine Society (DiME) 
introduced “The Playbook,” an open-access reference 
guide developed by DiME along with Elektra Labs, Koneksa 
Health, Genentech, MyoKardia, Sage Bionetworks and 
Scripps Research. The guide, as described by Jennifer, 
is a “one-stop shop” for developing and deploying digital 
clinical measures for remote monitoring in clinical research, 
clinical care, and public health.

She characterized “The Playbook” as a public good 
that is open for comment and feedback. Because the 
field is rapidly evolving, they will continue to design 
the guide and encourage organizations to partner with 
them to advance this resource.

Dr Ray Dorsey, University of Rochester Medical Center, 
addressed the rapid move to virtual trials resulting from 
COVID-19. He spoke about a remote digital study he’s 
involved in with 23andMe, following 277 people in 30 
states who carry a genetic mutation that puts them at risk 
to develop Parkinson’s. The remote trial included annual 
virtual visits, e-PROs, cognitive testing, and smell testing 
via scratch-and-sniff sent directly to participants’ homes. 

Utilizing this virtual approach increased enrollment in the 
study. Additionally, there was a 90% satisfaction rate 
among participants in measures of convenience and 
comfort. The vast majority stated they would participate in 
future interventional and observational studies. 

The study underscores the advantages of decentralized 
trials in terms of recruitment and reducing patient burden. 
In the big picture, Ray believes once sponsors get more 
experience with virtual trials they will be unlikely to go back. 
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In this session, Ryan Tubbs of Microsoft discussed 
Microsoft Teams, a digital hub that supports healthcare 
through collaboration and communication. He highlighted 
some use cases, including consumer health and 
behavioral health, at home-care with sensors and 
wearables, and virtual clinical trials with tele-investigators, 
tele-CRCs, mobile nurses, remote patient monitoring and 
patient communities. 

The takeaway: Consider the patient and clinician at the 
core of everything you do and allow tech to work on 
behalf of that.

Joseph Kim, Eli Lilly, discussed the use of sensor 
technology in detecting early signs of COVID-19 with Dr 
Benjamin Smarr, Assistant Professor at UCSD and a key 
investigator of the Oura ring “TemPredict” study. 
The study aims to build an algorithm to identify patterns of 
onset of COVID-19. Oura ring users volunteered to share 
their data and to record daily systems, allowing the team 
to match that data to the symptoms they were reporting 
and to the diagnoses they were getting. 

Early stage results point to patterns of symptom reports 
for different illnesses if someone has COVID-19 versus 
allergies or the flu. “This gives us optimism about the idea 
of people sharing data and creating the weather radar 
where everyone is a pixel on your radar map and you can 
see where COVID is spreading,” said Dr Smarr. 

Ultimately, this will allow for the extra intelligence to engage 
with the NIH and policy planning groups to make use of 
this info for individuals and for policy management control.

Josh Cosman of AbbVie and Joan Severson of 
BrainBaseline discussed the “Watch PD” study that 
is in progress and led by the University of Rochester 
in collaboration with Biogen. The study is designed to 
gather data on the natural history of Parkinson’s using 
both clinical standard measures, imaging and biomarkers 
alongside new digital measures, especially in patients 
of early Parkinson’s disease who would benefit from a 
disease modifying treatment. Researchers also want to 
understand how digital tools can capture meaningful 
measures of function both in a clinic setting and at home. 

The Watch PD app was designed from scratch in 
conjunction with multiple pharmaceutical companies. The 
study will be completed in the summer of 2021.

September 2020 - Mobile in Clinical Trials Recap

Virtual Visits – Bringing 
Together Patients and Care 
Teams with HIPAA and 
HITECH Compliant Audio, 
Video and Screen Sharing

Eli Lilly Fireside Chat with the Key Investigator of 
a Global COVID-19 Early Detection System Study: 
Matching Mobile Science to Fit the Patients’ Needs

BrainBaseline Fireside Chat: Deploying Consumer-
Grade Mobile Devices to Develop Digital Biomarkers 
for Parkinson’s Disease

MyoKardia Case Study: 
Building Programs 
Incorporating Novel Digital 
Health Technologies

In this session, Priyanka Agarwal, MD, discussed the 
effort underway at MyoKardia to develop a novel digital 
endpoint using physical activity as a scientific measure for 
patients being treated for hypertrophic cardiomyopathy. 
The endpoint chosen was step-count as measured 
by an Actigraph device. The goal of the study is to 
assess whether or not people who receive treatment for 
hypertrophic cardiomyopathy increase their level of activity. 
(There had been anecdotal evidence that people receiving 
treatment felt better and were able to walk more.) 

Priyanka argued that when developing therapies, 
endpoints, such as step-count, should be measured in 
real-world settings and not just in a doctor’s office. 
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PRA’s Mobile Health Platform is how we’re integrating clinical trials into 
the patient’s lifestyle. Our platform brings research to patients everywhere 
they are through their own devices, in their own spaces, and on their own 
time through decentralized trials. See how it works at PRAHS.COM/MHP

Let’s Go Mobile.

Clinical Trials. 
To Go.
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Michelle Shogren of Bayer led a panel discussion with 
her colleagues Tiffany McGinnis, Amy Bohn, Mala 
Kamal and Bob Greco about their work in gaining 
patient insights to design decentralized trials and how to 
incorporate those insights into early study design. 

The group focused on heart failure. They interviewed 
patients about their preferences in DCT, created an 
electronic survey, and led a workshop to delve deeper 
into the survey feedback. The success of this effort 
encouraged the team to create patient and site surveys 
to be used across all therapeutic areas at Bayer, with the 
goal of making patient insights around DCT the normal 
way of working. 

The takeaways: To make DCT standard operating 
procedure within an organization you need to consistently 
communicate with teams, conduct forums, and have 
ongoing discussions about the necessity of patient 
insights. And, if you’re going to ask for patient feedback, 
be prepared to act on it. 

John Reites, President of THREAD, discussed ways that 
companies can scale hybrid decentralized studies and 
provided strategies for implementation. He highlighted a 
use case for a customer that ran a trial using many DCT 
features like virtual visits, ePro, eConsent and wearables. 

After the success of that use case, the customer moved 
into five more studies to scale DCT. John conveyed 
strategies for scale this customer (and others) used. 
Some of those included: Setting up one global platform 
for fit-for-purpose study use, thinking early about devices 
and local distribution strategies, and standardizing training 
for sites, home health and study teams. 

Pfizer’s Robert “Joe” Mather led a panel discussion 
on the challenges of qualifying digital endpoints with 
regulators. Lessons learned and key takeaways were 
presented by the panel. 

Jeremy Wyatt of ActiGraph emphasized the importance 
of setting out at the beginning with the end in mind. 
Carrie Northcott of Pfizer said it’s not about putting 
a device in a trial just because you can. You’ll want to 
understand what the question is and how you’ll be able to 
detect whatever you’re trying to measure and put that in 
relationship with the endpoint. 

Kelley Erb of Biogen said his company has moved away 
from thinking about the digital device first to looking 
at where the gaps are in their development plan and 
seeing if there are digital solutions that might fill that gap. 
Mohammed Ali of Boehringer Ingelheim spoke about 
the need for consistency when measuring patients. 
An operational manual must be in place to have this 
roll out in a way that it can be replicated over and over 
again with similar outcomes to substantiate the baseline 
measurements for the endpoint. And Marie McCarthy of 
ICON built on Mohammed’s point by stating that if devices 
are going to be used to generate data for a clinical study 
then the data needs to be robust and reliable in exactly 
the same way as other assessments. 
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Scale Your Hybrid Decentralized 
Study Approaches Through 
Technology

Traversing the Regulatory Road to Qualifying a 
Digital Endpoint; Twists and TurnsBayer Case Study: Amplifying the Patient Voice in a 

Hybrid Decentralized Trial in Heart Failure

Antonieta Sosa of Janssen reported on an 
observational study to remotely capture circadian 
rhythms in patients of Sjogren’s and Lupus using 
wearable and remote devices. Antonieta described 
the particulars of the study to be conducted over a 
period of six months with 100 participants. She also 
described a couple of the challenges associated with 
the study and how they were resolved.

TRACK A SESSIONS 
Janssen Case Study: Remote 
Assessments in a Virtual Trial
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In this session, Cora Sexton of Eli Lilly reported on 
operationalizing a trial using a BYOD device (iOS 
smartphone, Android) with no clinic staff and in 
partnership with multiple service providers. The service 
providers included Rebar Interactive, ProofPilot and the 
Hibbert Group. 

Representatives from these companies took to the 
virtual stage, alongside Joseph Kim of Eli Lilly. 
There were multiple takeaways. First, there can be 
compliance issues in a BYOD trial with no clinic staff; 
therefore, strategies must be in place to measure this. 
Second, the level of tech savviness among participants 
can be a factor so good customer support is critical. 
Third, online educational materials that thoroughly 
explain the trial must be provided to participants. This 
replaces the education participants would typically 
receive at the site level.

Jane Myles of Covance discussed ways to equip the 
workforce to use DCT solutions at scale.  They built a 
digital technology platform in partnership with Medable to 
enable this. The idea was to make the technology more 
patient centric and site focused so it was easy to integrate 
technologies and services.  

The work was rooted in a few guiding principles: first, the 
site and patient experience must be at the center of your 
thinking around workflows and processes. Second, don’t 
solve for what you already know; look for the processes 
that are similar between decentralized trials and brick and 
mortar first. Next, think about the systems and tools already 
in place and add on to them so it’s easy for the workforce to 
understand. And fourth, simplify and reduce steps. 

They went through a rigorous process co-developing the 
infrastructure and content with subject matter experts. Jane 
pointed out that this is a work-in-progress; they are always 
listening to project managers and team members about 
what works and what doesn’t and what they still need to 
create to facilitate this. 

Megan Doerr of Sage Bionetworks pointed out the 
need for guidelines in implementing cybersecurity 
informed consent. As of right now, this is not federally 
mandated, despite the proliferation of connected 
devices. According to Megan, creating a durable 
informed consent process is critical because 
cybersecurity is moving quickly. She is part of a working 
group to make this standard for patients and clinicians.

Dena Mendelson and Andy Coravos of Elektra Labs 
followed up with a discussion about security and data 
rights, pointing out there isn’t one uniform set of security 
standards, nor is there much clarity regarding data 
rights laws regarding remote technology. Clinicians, 
researchers and public health officials must be aware of 
security and data rights issues that can be involved in 
deploying technologies. In the end, technology that is 
worthy of trust will receive more engagement. 

Joel Splan of PhysIQ concluded the session. PhysIQ 
collects data and provides health insights using data 
from biosensors. Joel pointed out there are trade-offs 
and risks to collecting continuous multivariate data and 
recommended a dedicated device to maximize secure, 
high-fidelity data collection. 
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Eli Lilly Collaborative Case Study: Supporting 
Patients in a Remote (BYOD) Wearable Sensor Trial 
with No Clinic Staff

Addressing Security and Data Rights Issues to 
Protect Patients as Remote Access Goes Mainstream

Build a Workforce that’s Ready 
to Scale Decentralized Trials

Michelle Crouthamel and Aman Thukral of AbbVie 
co-presented on operationalizing and scaling digital 
technology at AbbVie. Michelle discussed the many 
different things that can be done in digital health and 
recommended companies “be selective. ” Her team 
selected novel digital endpoints as their strategic focus.

Once the digital strategy is in place, Aman and his team 
execute the tech from end-to-end. They onboard the 
device, provision devices to over 60 countries, provide 
data collection, as well as localization and IRB support, 
tech support, data engineering and management of 
patient compliance. They also decommission the project 
and archive the data. Aman reported that the team is 
building a roadmap for the next 3-5 years to be ready for 
scale, cognizant that every study will use some kind of 
digital component. 

TRACK B SESSIONS 
AbbVie Case Study: How to Scale Digital Capabilities 
at the Clinical Development Enterprise Level
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September 27, 2021

SAVE THE DATE!
8th Annual

     MOBILE IN CLINICAL 
TRIALS

for more information visit www.theconferenceforum.org

MANY THANKS TO THE SPONSORS COMPANIES
EXECUTIVE SPONSORS

ASSOCIATE SPONSORS

SUPPORTING SPONSORS

SHOWCASE SPONSOR
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