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Care increasingly happens where health happens: at the  
clinic, at home, at local pharmacies and even on the phone.  
In 2019, the patient experience—from everyday health to  
clinical trial inclusion—will be more transient, opportunistic  
and data-connected.

 
SYSTEM OF ONE



Always-On Sensors 
 Frameworks, like Apple ResearchKit and Carekit, are 

libraries of code that allow researchers to create 
smartphone-based research studies easily. The sensors in 
smartphones make them powerful tools for gathering data 

about a person’s well-being in their micro-environment. 

System of One   |   Dynamics

Diagnosed Anywhere 
With just a smartphone, you can test your lung 

function, heart health, urine and more. Increasingly 
sophisticated diagnostics are going to change 
conversations about care at home, within retail 

environments and in primary care. 

Social Determinant Segmentation   
The Food and Drug Administration (FDA) and National 
Institute of Health (NIH) are unveiling new initiatives to 
understand social determinants of health in a way that 

adequately factors in America’s diversity in terms of race, 
age, gender and socioeconomics. 

Clinical Trials Everywhere 
Instead of limiting their recruitment efforts to the 

people who live near a traditional research site, 
sponsors and innovators are looking through the full 

universe of patients who might respond to an 
everywhere, anywhere opportunity. 



Around the globe, the cost and waiting game 
to see a doctor will drive growth and utilization 
of alternate diagnostic tools, at a moment  
when innovators large and small are uncovering 
almost unimaginable new possibilities for them.  
In 2019, look for increasingly sophisticated 
diagnostics to change conversations about care 
at home, within retail environments and at 
primary care.

What can you test at home with the help of 
your smartphone? Your lung function, heart 
health and urine, just to name a few. In 2018, 
the FDA approved the third smartphone-
enabled home urine testing platform. The latest 
from inui Health can test protein, glucose, 
leukocyte, nitrite and ketone to show indications 
of everything from UTIs to diabetes to kidney 
function. Users instantly access their test results 
on their smartphones (presumably after washing 
their hands). AliveCor created an FDA-approved 
mobile EKG monitor that delivers a medical-
grade electrocardiogram (ECG) to your 
smartphone in just 30 seconds. Air Next is a 
wireless home spirometer from NuvoAir that 
measures lung function and lets users track their 
lung health over time on their smartphones.

As front-of-store sales slow at drugstore giants, 
due to competition from both Amazon and 
low-price alternatives, increasingly robust 
healthcare clinics will fill in the footprint. 
Those distributed healthcare destinations will 
be powered by new diagnostic tools that help 
pharmacists act like disease detectives, not just 
dispensers and injectors. CVS is the in-store 
clinic leader in the U.S. with 1,000 MinuteClinics 
(compared to 400 similar retail health spaces  
at Walgreens)30. They’re already testing vision 
and audiology services, active chronic disease 
care and diabetes management. 

Meanwhile, anywhere-diagnosis tech is 
changing the work of primary care practices, 
too. Cognoa created a machine-learning app 
for pediatric behavioral health designed to 
reduce the time from an autism diagnosis  

Diagnosed Anywhere
What’s wrong? Increasingly, 
technology-driven tools can tell. 

to meaningful interventions. A primary care 
doctor can use the app with parents to 
capture information and videos of a child’s 
natural behavior. The app then assesses the 
child’s development to help the physician 
identify the best course of action. 

In 2018, the FDA approved IDx-DR, the first 
autonomous, AI-based diagnostic system 
authorized for commercialization in the U.S. 

The system creates an immediate, reliable 
assessment for diabetic retinopathy, including 
macular edema, during a routine office visit  
in a primary care setting. The diagnostic  
report includes treatment advice aligned with  
the American Academy of Ophthalmology’s 
preferred practice pattern for diabetic 
retinopathy. So, the doctor can counsel 
patients on recommended treatment next 
steps before they leave the office.

EVOLUTION 
CYCLE

New
Consumer

Technology

Changes
Interaction

Behavior
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Social
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The tools we adopt in our everyday 
consumer lives drive an evolution  
cycle that ultimately changes  
healthcare expectations.

New technology leads to changing 
our behaviors. As we integrate this 
new tech, it both raises the bar for 
our collective social expectations 
and continues to drive demand for 
new advances.

We are in the midst of many parallel 
evolution cycles. One dynamic that  
arises from most of these cycles is 
the reinforcement of the 
expectation that we will have 
on-demand information readily 
available to us. 

But newer ones are challenging the 
interface of health, too, including a 
growing expectation for voice-driven 
navigation, visual search and hyper- 
local customization.

The Role of Consumer Technology  
in Healthcare Evolution 
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Increasingly, they’re also impacting how 
investigators and sponsors collect and 
analyze data. 

The onboard sensors in smartphones make 
them powerful tools to gather data about  
a person’s well-being in their micro-
environment, and their processers allow 
them to turn complex sensor data into 
healthcare meaning—right on the device. 

Bluetooth allows smartphones to tap into  
a fast-growing internet of medical things to 
capture even more robust and specialized 
data from external devices. The FCC saw this 
as so important that they set aside certain 
frequencies in the wireless spectrum to be 
designated as the medical body area network.

Increasingly, clinical teams are writing 
algorithms that take advantage of native 
machine learning to generate advanced 
healthcare data. Much of that data is gathered 
and crunched passively without requiring 
input from the user. Notifications are leveraged 
to engage the user only when necessary to 
gather patient-reported information. 

Constant internet connections allow us to 
gather contextual insights. Much of this data 
can be captured passively to help provide 
greater understanding of some of the factors 
related to social determinants of health, like 
air-quality index, water-quality index, CDC 
data and socioeconomic data.

What’s supercharging the pharmaceutical 
industry’s use of smartphone data collection 
in 2019: frameworks like Apple ResearchKit 
and Carekit. Such frameworks are libraries  

Always-On Sensors 

of modular code that allow researchers to 
create smartphone-based research studies 
with little effort.

At their initial launch, studies leveraging the 
frameworks were largely investigator- or 
advocacy-led. Today, the frameworks are on 
their second major release, and pharmaceutical 
leaders around the world are seeing what more 
they can learn with a smartphone. In 2018, 
Novartis launched FocalView, an ophthalmic 
app created with Apple ResearchKit to 
modernize clinical trials in ophthalmology.  
It administers eye tests, tracks activity 
(independence) and asks users questions  
on mood and wellness. GSK was the first 
pharmaceutical leader to adopt the frameworks 
with its 2016-2017 PARADE study.12 

In 2019 and beyond, we’ll see more of a focus 
on how people and investigators use that data. 
The new expectation will be for actionable, 
newsfeed-style data scrolls, comparative data 
and natural language query, potentially via 
voice search. 

Smartphones continue to change and challenge nearly every aspect of how we think about daily 
health management. 

Environmental
micro

Barometric Pressure
Altitude

Humidity
Ambient Light

Motion

Accelerometer
Gyroscope
Proximity

Location
macro/micro

GPS
Compass
Beacon

Processing

Motion Processing
Neural Engine

Machine Learning
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Cloudy with a Chance of Pain was branded for and designed around the patient experience as a key driver of consumer perception.  
It was featured on BBC Two’s “Trust Me, I’m a Doctor” and BBC One’s “Breakfast” to help drive awareness and measure the effect of that 
perception. Potential participants were directed to the study website www.cloudywithachanceofpain.com to enroll, thereby providing  
a direct way to measure the value of the perception effect.34

The Power of Branding in Unconventional Clinical Trials: Cloudy with a Chance of Pain 

Cloudy with a Chance of Pain is the world’s first smartphone-based study to investigate the 
association between weather and chronic pain.  

RA-specific items
1. Pain severity

“How severe was your pain today?”

2. Fatigue
“How severe was your fatigue today?”

3. Tiredness on waking 
“How tired did you feel when you 
awoke this morning?”

4. Morning stiffness
“How stiff did you feel on waking 
this morning?”

5. Well-being
“How well did you feel today?”

6. Overall disease severity
“How severe has your R.A. been today?”

Non RA-specific items
7. Mood

“How has your mood been today?”

8. Physical activity
“How long have you exercised today?”

9. Time spent outside
“How much time have you spent 
outside today?”

10. Perceived influence of weather
“How much has the weather 
influenced your pain today?”

84,494
visits from 22,732 

visitors

22,046 
views of the 

“Take Part” page

15,836
were determined 

eligible

5,683 
participants 

successfully enrolled

18,631 
completed eligibility 

questionnaires

Results

Cumulative Enrollment in 1st Week

Days since launch

BBC’s “Trust Me, I’m a Doctor” BBC’s “Breakfast”

0 2 4 6 8
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In 2019, we’ll see an increased focus on social 
determinants of health. Historically, the levers 
we’ve had to understand those social and 
behavioral factors beyond geography have 
been limited to income, education and race. 
Those insights were based on huge public 
health datasets that generated observations 
that, while compelling in the macro, are 
generally not actionable in a 30-minute clinic 
visit. Several things are set to change that  
in the years ahead.

One of the goals of the 21st Century Cures 
Act in the U.S. is to understand how 
education level, socioeconomic status and 
other social determinants affect health 
outcomes for underserved populations. 
Speaking before a House committee in late 
July 2018, leaders of both the NIH and the 

Social Determinant Segmentation 
Healthcare brands are discovering the power and relevance of social and economic segmentation to 
create services and support that help dismantle barriers, level disparities and increase access to care.

FDA emphasized that all data-gathering 
under the Cures Act must take stock of 
multiple populations.

Through an initiative called “All of Us,” the NIH 
is enrolling one million American volunteers in 
the equivalent of a crowd-sourced biomedical 
data repository. Pooling information from 
EHRs, blood samples, records of environmental 
exposures, and culture and behavior patterns, 
the program will create the first-ever research 
database that truly reflects the nation’s 
diversity in terms of race, age, gender and 
socioeconomics. The database is designed 
intentionally to oversample minority 
communities that, until now, have been 
underrepresented in biomedical research.

China has invested in a decade-long effort  
to decrease healthcare inequity and is 
measuring social determinants, like income 

and education level, to measure the plan’s 
impact. Canada has long been seen as a 
leader in social determinants of health 
research and the Federal Minister of Health 
has set acting on social determinants insight 
as a priority for the government. 

These new insights can have profound, positive 
implications for pharmaceutical innovators.

However, along with opportunities, the trend 
also brings new imperatives. In the past, 
pharmaceutical marketers might be content 
if a disease awareness campaign spurred 
patients to talk with their doctors. This no 
longer hits the mark. Today, in a best-case 
scenario, that marketing group would work 
across company silos with partners in clinical 
and market-access divisions to identify the 
needs of underserved populations and craft 
innovative initiatives to help.39
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New Questions for the Social Determinants of Health (SDH) Action Era

•    Can the initiative help level the playing field by ensuring everyone is speaking the same language? Perhaps the program can help 
shore up health literacy of the target populations.

•    Does the initiative bring diverse patient voices to the table and/or promote diversity research? When engaging racially or ethnically 
diverse groups, could you also run an education program that will lead to more diverse enrollment in your clinical trials—and explain  
to stakeholders why that’s important?

•    Does the product or recruitment campaign help restrain drivers of mistrust that keep vulnerable populations from engaging in the 
healthcare system? Can we partner with businesses that enjoy the trust of local communities to draw people in?

•    Have we applied the best principles of behavioral science in terms of promoting behavior that’s associated with good health 
outcomes—as opposed to simply emphasizing the importance of medication adherence? 

•    Have we had enough internal conversations about what multicultural marketing means before we take the product to the market? 
(Hint: It’s not just about translating label information on a Facebook page or hiring multiracial actors in a TV ad.)
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How could we overcome huge gaps in 
geography, transportation, awareness and 
trust? In 2019, there’s a new paradigm in 
clinical research that’s doing just that: by 
letting patients receive care closer to home in 
an environment they already know and trust.

Sponsors and innovators are expanding their 
view. Instead of limiting their search to traditional 
research sites with the full infrastructure and 
staff to manage a trial, they’re looking into every 
practice. That’s expanding their reach, too, from 
the ~3 percent of people who live near a research 
site and can be recruited through traditional 
and social media, to the full universe of 
patients who might respond to an everywhere, 
anywhere opportunity. 

EHR will become a critical mechanism of site 
identification in 2019. In EHR, study criteria 
like therapeutic specialty, patient pool 
demographics and geographic location can 
point to practices likely to have patients who 
would qualify for the study. Although many  
of the practices located won’t be traditional 
research sites, new centralized teams and 
infrastructure are making it possible for sponsors 
to work with any physician, keeping the patient 
in the local practice and permitting the trial to 
be administered across significant geographies. 

The centralized teams serve as the research 
associates and investigators. They provide 
training and regulatory guidance, and can 

The barriers to increased clinical trial participation once seemed insurmountable.

Clinical Trials Everywhere

deploy experts as needed. The local doctor 
offers the trial opportunity to relevant patients, 
monitors their overall care and stays connected 
to the central research team.

In the years ahead, look for more “third place” 
options for patients that might include the 
ability to receive clinical trial tests, administration 
or other interactions at their local pharmacy, 
clinic or even at home. Additionally, there will 
be more “no place” trials, which directly mine 
live or retrospective data from electronic health 
records to track patient response. 

In addition to time and cost savings, early 
movers are looking to these new approaches 
to meet the call of advocates and regulators 
around the world: bring more clinical  
research to underrepresented populations in 
community settings that look more like a real-
world environment. 

The New Trial Footprint

Centralized 
Investigator 

Team
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 Future Ready 
Questions and Discussion for System of One

Have we updated our patient journeys and intervention plans 
to reflect all the places a patient might receive a diagnosis  
or ongoing care? What new at-home diagnostics could 
potentially be in the patient consideration set over the next 
one to three years?

What non-clinical data would make our evidence package 
more compelling? Is there anything new we could gather via 
smartphone-included clinical trials?

Can our trials be more efficient with some centralized teams? 
Are there areas where physical sites are limited or difficult  
to access that we could augment with non-traditional  
research sites?

Have we activated understandings of social determinants  
of health in our clinical and commercial strategies? Are we 
supporting people in ways that help them achieve success  
in treatment? 



ABOUT SYNEOS HEALTH

Syneos HealthTM (Nasdaq:SYNH) is the only fully integrated biopharmaceutical solutions organization. 
Our company, including a Contract Research Organization (CRO) and Contract Commercial 
Organization (CCO), is purpose-built to accelerate customer performance to address modern market 
realities. Created through the merger of two industry leading companies – INC Research and inVentiv 
Health – we bring together more than 23,000 clinical and commercial minds with the ability to support 
customers in more than 110 countries. Together we share insights, use the latest technologies and apply 
advanced business practices to speed our customers’ delivery of important therapies to patients. To 
learn more about how we are shortening the distance from lab to life® visit syneoshealth.com.

Find out more at syneoshealth.com


