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The Mobile in Clinical Trials conference is the first 
meeting in the US to specifically address how drug 
developers can utilize mobile/digital technologies to 
reduce the burden to patients and investigators, as well 
as improve on the accuracy of the collection and usage 
of clinical data. We are delighted to share a recap of the 
6th annual event.

The 2019 Mobile in Clinical Trials conference kicked 
off with opening remarks from event co-chairs Dr Dan 
Karlin, Healthmode, and Michelle Shogren, Bayer. 
Dan addressed the value of conferences like Mobile to 
encourage dialogue for the purpose of standardization 
within the mobile clinical trial industry. Michelle 
highlighted the benefits of sharing resources and 
knowledge, to tackle mobile hurdles like scalability and 
getting pilots off the ground. She noted in particular the 
value of events like Mobile in acting as the connective 
tissue between successes and innovations.
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What Does a Successful 
Digital Trial Look Like?
Moderator Craig Lipset 
and panelists Jennifer 
Goldsack, Digital Medicine 
Society, and Dr Jacob 
LaPorte, Novartis Biome, 
highlighted the components 
of a successful digital trial: 
one being no detectable 
or disruptive difference. 
Incorporating digital 
methods into trials has the 
ability to complete all the 
same aims, protocols, and 
methods, while bettering 
the entire process. 
The group ended with a 
few calls to action for the 
audience: saying “Yes” 
to incremental forward 
movements, scaling out 
solutions that are working, 
and looking at the patterns 
and strategies in individual 
innovations for industry-
wide change.
The rest of the conference’s 
schedule was divided into 
three consecutive themes.

Industry 
Overview: 
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Pharma Reporting 
on Mobile/Digital 
Implementation Efforts
Pfizer Case Study: Utilizing 
Apple’s ResearchKit to Develop 
a Lupus Mobile App and Prove 
the Accuracy of ePROs
Gathering datasets using 
traditional methods is 
difficult when dealing with 
heterogeneous patient and 
symptom pools, as is the case 
with lupus. To combat that, Dr 
Martin Hodge of Pfizer spoke 
about how the company utilized 
Apple’s ResearchKit to create 
an app that recorded patient-
reported outcomes. The app 
allowed patients, from their 
phones, to log their responses 
to SF-36 and FACIT PROs, and 
daily assessments of their health 
state. The benefit of a digital tool 
for the future lies in reporting 
daily outcomes for lupus patients. 
The study found that the digital 
method was comparable in terms 
of compliance with patients using 
paper PROs in a physician’s office.

Mobilizing Mobile Efforts and 
Engineering for Scale: Merck’s 
Digital Health Strategy 2.0
Kai Bode of Merck spoke about 
how he created a mobile lab 
concept out of a shipping 
container. The iLab53 challenges 
site-centric paradigms of 
conducting clinical studies by 
compartmentalizing screenings, 
test devices, and mobile devices. 
The takeaway benefit of it 
allows for patient screenings, 
independent of someone’s 
geography.

Unifying Patient Facing 
Technology Capabilities to 
Reduce the Burden on Patients
Patient-centric technologies 
have emerged in four main silos: 
eCOA/ePRO; wearables; patient 
engagement; and eConsent. 
AbbVie’s Aman Thukral described 
the burdens patients face when 
it comes to these more complex 
capabilities. Breaking out of 
those siloes and prioritizing the 
convergence of technologies 
can reduce that burden without 
sacrificing engagement. 
Aman’s team is designing the 
consolidation framework around 
the patient, taking into account, 
for example, that the average 
person only uses eight apps on a 
day-to-day basis.

Quantitative Measurements 
of Nighttime Scratch and 
Sleep Using Digital Wearables, 
Chapter 2
Following up on last year’s 
“Chapter 1,” Pfizer’s Dr Carrie 
Northcott addressed the 
wearables her team was using 
to monitor nighttime pruritus. 
Rather than relying just on more 
traditional reported outcomes 
from patients and observers, 
Pfizer utilized wearables and 
sensors to quantitatively measure 
scratching throughout the night. 
It required considerations, from 
how comfortable the wearables 
are to the need for charging. 
Though there were practical 
problems in implementation, 
the wearables allowed for 
passive, at-home data collection 
that can be used in measuring 
therapeutics and increasing 
pruritus understanding. 

“I always leave this meeting with 
something, it’s one of  my ‘must 
attend’ conferences with DPharm 
every year. Great work on all three 
days, another great year of  Mobile 
and DPharm!!” 
     - Charlie Semenchuk, Allergan



Virtual Trials: What are We 
Striving for and Measurements 
of Success
Moderator Adama Ibrahim 
of Biogen led a round table 
discussion of the future of virtual 
trials with panelists Christopher 
Ceppi, Science 37, Dr Jamileh 
Jemison, HealthMode, Casey 
Orvin, SCRS, John Reites of 
THREAD Research, and Hassan 
Kadhim of Bristol-Myers Squibb. 

When it comes to virtual trials, 
the group spoke about pilots 
as necessary to work out the 
individual components. But 
beyond that, there are several 
requirements to consider: 
breaking down the perception 
of what a virtual trial entails, 
and allowing the protocol more 
flexibility when it comes to 
supplying patients with actual 
choices. The group felt that 
successful virtual trials included 
positive, and early, relationships 
with sites; enabled teams to 
fail on the way to success; and 
maintained persistence through 
the process. 

Annual Live Tech. Demos
The morning concluded with 
the event’s annual live demos of 
innovative mobile technologies. 
Five-minute presentations 
were given by David Kiger of 
Datacubed Health, Richard 
Maguire of mdgroup, and 
Daniel Byung Il Lee of AllLive 
Healthcare.

Deployment, Scale 
& Flexible Trials
Escaping Pilotville: How 
to Scale Mobile/Digital 
Deployment in Clinical Trials
Michelle Shogren returned 
to the stage with panelists 
Kent Thoelke, PRA Health 
Sciences, and Dr Arthur Combs 
of MC10. They characterized 
“Pilotville” as a Groundhog Day 
of repetition and innovative 
stagnancy, a result of placing 
validated models in new settings, 
preserving ownership and 
gaining answers to practical 
questions by piloting firsthand.

Escaping “Pilotville” comes from 
trusting already validated systems 
and pushing them forward with 
exploratory endpoints. Doing 
studies preemptively on new 
mobile or digital technology 
can quell some of the instinct 
for piloting. And when a new 
technology or process comes 
up in conversation, think about 
benefits before thinking about 
challenges. 

Mitigating Risks to Embrace 
Mobile Technologies in Trials
Despite the potential efficacy and 
efficiency of mobile technology 
in clinical trials, adoption has 
been slow for the pharmaceutical 
industry. Hassan Kadhim of 
Bristol-Myers Squibb talked about 
the resources and guidelines 
the Clinical Trials Transformation 
Initiative created to encourage 
mobile deployment. 

By starting with choosing an 
endpoint, maybe an exploratory 
or secondary one to be used 
in an existing trial, the choice 
of device becomes more clear. 
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From there, create and validate 
parameters around data access 
and integrity, patient safety, 
budget and infrastructure needs.

Integrating Technology and 
Human Touch in a 100% Virtual 
Clinical Trial: An MRN and 
Clinical6 Case Study 
Dr Graham Wylie, MRN, 
and Brad Pruitt of Clinical6 
from PRA Health Sciences 
covered how an entirely 
virtual clinical trial improved 
workflow, transparency, and 
effectiveness in conducting 
clinical trials. Run through in-
home clinical visits and mobile 
application technology, the trial 
screened and gained consent 
from patients using video-
conferencing, nurses collected 
data through an app and 
patients supplied ePROs. 

To avoid ‘scope creep,’ the 
team set firm timelines and 
goals and maintained workflow 
transparency. The experiment 
was largely successful but 
requires extensive planning and 
communication.
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Building and Delivering a 
Leading Consumer Wearable 
and App Experience in 
Clinical Trials
Dr Michelle Longmire and Tyler 
Pugsley of Medable focused on 
the need for digital resources to 
solve the bottlenecks in clinical 
trials. Through a mobile app and 
digitally enabled instruments, 
patients are able to virtually 
join trials and receive medical 
guidance. 

Tyler highlighted the process 
through the example of 
searching for a rare gene 
variance in the AMD population: 
recruiting patients remotely, 
giving them virtual consent 
forms, delivering kits at home 
to test for the variance, all the 
while the data is fed back into 
the system for eligibility. Utilizing 
the digital model cut the process 
from two years to one.

Novel Digital 
Endpoints
Hands-on Interactive Group 
Activity: How to Create Novel 
Digital Endpoints?
The increasing mobile 
connectivity is changing the 
business model from product-
based to service-based. With 
more data and real-world 
evidence available than ever, 
Mohammed Ali, Boehringer-
Ingelheim, spoke on the need 
for life sciences companies to 
consider digital biomarkers 
and digital, nontraditional 
endpoints. 

Mobile and digital connectivity 
provides incredible insight and 
a more holistic view outside 
of structured visits. Across the 
industry, because there is so 
much data to consider, common 
endpoints have to be agreed 
upon. From end-to-end, there 
must be standard operating 
procedures and processes that 
take into account the increase 
in data, unbiased algorithms 
to predict future outcomes, 
and adapted previous models, 
such as the standard PRO, to 
accommodate new digital 
endpoints.

Leveraging Mobile to Collect 
Real World Evidence (RWE) 
and Patient Journey Data 
Beyond the Point of Care
In her session, Renee Willmon 
of Self Care Catalysts pointed 
out that there is so much real 
world data that has an impact 
on trial data without often 
being addressed. Using mobile 
technology supplies more context 
in the present, which can serve to 
encourage better compliance and 
adherence to the trial protocol. 

Patient journey data, collected 
through mobile technology, 
incorporates both the symptoms 
and how patients were impacted 
in the real world by their 
condition, such as if a particular 
drug delivery method had a 
positive or negative effect on 
the patient’s overall experience. 
Weighing that as much as more 
traditionally gathered data 
provides a fuller picture of the 
patient and their disease. 

“It was a great meeting! I appreciated the 
thought you and your fellow organizers 
put into creating opportunities for different 
types of  interaction like the group work 
and the “mistakes” open mic, as well as 
the panels -- too many meetings are death 
by powerpoint.” 
       - Megan Doerr, Sage Bionetworks



“Mobile in Clinical Trials was the 
best yet and really enjoyed it. Look 
forward to next time.” 
 - John Reites, THREAD
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In the final session of the 
day, “Open Mic Failures 
– Lessons Learned, Co-
Chairs Dr Dan Karlin and 
Michelle Shogren returned 
to the stage to give their 
closing remarks and reflect 
on the day’s presentations 
and highlights.

Open Mic Failures- 
Lessons Learned

Panel: Planning For and 
Addressing Missing Data in 
Mobile Clinical Trials
After a networking break, the 
afternoon continued with a 
panel moderated by Jennifer 
Goldsack. The panelists included 
Dr Ariel Dowling, Takeda, Marie 
McCarthy of ICON, and Drs 
Carrie Northcott and Shyamal 
Patel of Pfizer. 

With the reality that a clinical trial 
is just one part of its participants’ 
lives, there is always the 
possibility of incomplete data. 
First defining a “valid” dataset 
as getting enough data to put 
together a meaningful measure 
or sample, the group discussed 
the need for the industry to 
be comfortable enough with 
incomplete datasets to still utilize 
them. However, they spoke 
about ways of addressing it: 
designing protocols that mitigate 
incomplete sets and broaden 
context, bringing statisticians 
into the conversation early, 
possibly changing eligibility to 
include potential compliance, 
and monitoring patients for real-
time compliance.

Working Through the Latest 
Chapter: Patient Data Access, 
Ownership, Privacy and 
Security
Next, Charlie Semenchuk of 
Allergan led a panel discussion 
with panelists Andrea (Andy) 
Coravos, Elektra Labs, Megan 
Doerr, Sage Bionetworks, and 
Talley Mitchell, Covance. In an 
increasingly global network, 
there are regulatory frameworks 
in dealing with global patient 
populations, as well as distinct 
benefits. The four discussed the 
legal and ethical obligations 
of possessing patient data, 
especially when it comes to 
approaching patients for trials; 
the challenges when it comes to 
global trials; and what types of 
data patients are entitled to. 

The Mobile in Clinical Trials 
conference would not be 
possible without its sponsors 
and attendees. Thank you to 
everyone who attended! The 
2020 conference will take place 
on September 21 at the Westin 
Copley Place, Boston, MA. If you 
have any questions, contact us 
at service@tcfllc.org.

The panel also addressed the 
practical advantages of sharing 
data with patients, including 
giving patients agency, how 
delineating the usage of data 
increased compliance, and 
the potential to provide a 
framework and guidance for 
patients receiving data to help 
them understand.
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September 21, 2020 Westin Copley Place

SAVE THE DATE!
     MOBILE IN CLINICAL 

TRIALS

for more information visit www.theconferenceforum.org

MANY THANKS TO THE SPONSORS AND EXHIBITNG COMPANIES

EXECUTIVE SPONSORS
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ASSOCIATE SPONSORS

EXHIBITORS


