IN MHEALTH

More pharmaceutical companies are recognizing the potential mobile
applications present for improving outcomes.

obile is ubiquitous. Consumers use
M mobile apps to search for information

about everything from retail products
to news and sports and, increasingly, to mon-
itor their health.

A report from comScore found that mobile
now represents 65% of digital media time,
and that desktop computers are becoming the
secondary touchpoint for many U.S. consum-
ers. This is reflected globally with the Inter-
national Telecommunication Union reporting
that there are more than 5 billion mobile
device subscribers worldwide.

Mobile health, or mHealth, has huge po-
tential not only for patients, caregivers, and
physicians, but also for pharmaceutical com-
panies. A PwC study forecast that healthcare
would be among the top three biggest mobile
trends in 2016, and projections from re-
search2guidance suggest global revenue from
mHealth applications will reach $26.56 bil-
lion in 2017.

As regulatory authorities turn their focus
to patient engagement, mHealth will become
an even more important element in the health
discussion. In fact, the FDA has made clear
that patient engagement will be a core part
of the regulatory approval process and will
be embedded in the reauthorization of the
Prescription Drug User Fee Act in 2017. The

The Trends Behind mHealth

According to PwC, three major trends
within healthcare help to support the mo-
bile technology revolution.These are:

» Aging populations and chronic illness,
driving a push for better healthcare ac-
cess and quality. mHealth not only im-
proves access and quality but also en-
hances innovation and reduces cost.

» The foundations for mHealth are already
in place, including electronic medical re-
cords, remote monitoring, and communi-
cations.

» In the age of personalization, mHealth
provides personal toolkits for predictive,
participatory, and preventive care.
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agency has also said it supports advances that
lead to “a convergence of people, informa-
tion, technology, and connectivity to improve
healthcare and health outcomes.”

Why mHealth?

There has been huge growth in the number
of healthcare apps coming to market, but this
has also led to consumer fatigue. The challenge
is to develop a healthcare app that brings
value in terms of direct health interventions or
predictive capabilities. These benefits might
include patient enrollment in clinical trials,
reaching at-risk or hard-to-reach patient popu-
lations, or simply helping patients stay on top
of their health management.

One area where mobile offers huge po-
tential is precision medicine, which seeks to
treat and prevent disease based on individual
variabilities — genetic, environmental, and
lifestyle. In an effort to build widespread par-
ticipation across multiple groups, the National
Institutes of Health has awarded $1.5 million
to five companies to build apps and enroll
350,000 participants as part of the Precision
Medicine Initiative (PMI).

Mobile apps will be used to enroll, gain
consent, collect data from, and communicate
with participants.

Analysis of data for patient outcomes is an-
other area where mHealth apps could provide
invaluable insight. For example, Digisight
Technologies has developed an app to monitor
data using vision tests for patients who partic-
ipate in clinical trials.

For patients looking for guidance, regula-
tory approval offers perhaps the best insight.
Across many governmental bodies, mHealth
is starting to be taken more seriously. A
prominent example is WellDoc’s BlueStar
app, which was the first FDA-approved app for
managing type 2 diabetes, receiving clearance
in 2010. The agency has since approved many
other apps and wearables.

From a global point of view, mHealth is
recognized for its potential to transform health
delivery. According to the GSM Association,
commercial wireless signals reach more than
85% of the global population, far exceeding
the reach of the electrical grid. A survey by
the World Health Organization, and com-
pleted by 114 member states, found that a
majority of countries offer at least one type of

Published in May 2017

mamd] D CE

Copyright 2017 by PharmaLinx LLC

\

How to Design an Effective
mHealth Strategy

—_

. Establish the primary goal for the

mHealth initiative from the outset

N

. Be clear who the target will be and
which geographies you will target

3. Collect and incorporate user feedback

4. Create a dedicated team or find a ven-

dor to help you do so

(9]

. Develop the program internally, wher-
ever possible and be ready to modify as

needed

[o)}

. Have a clear marketing plan with all
stakeholders on board

7. Be prepared to continually improve the

initiative

Source: Cutting Edge Information

mHealth service, such as health call centers,
managing emergencies and disasters, mobile
telemedicine, health awareness raising, and
decision-support systems.

In particular, mHealth is seen as an op-
portunity to meet health-related Millennium
Development Goals, and address issues such as
HIV/AIDS, malaria, and tuberculosis.

The potential of mHealth to manage se-
rious health issues in developing nations is
recognized by the NIH, which through the
Fogarty International Center, has initiated a
mobile health program aimed at developing
mHealth tools to improve health outcomes.
For example, an NIH-supported team has
developed a simple iPhone app in the fight
against river blindness. mHealth also has the
potential to assist with public health by reach-
ing patients at risk of contracting infectious



EXECUTIVE VIEWPOINTS

GAVIN BIRCHNALL

DEMAND DRIVES
GROWTH
One of the key drivers for

the growth of mHealth is patients’ changing
expectations and the increased demand

for control over their own health. Society
now expects technology to enhance every
aspect of peoples' lives, including healthcare,
providing instant access to information and
increased control. Advances in mobile and
connected technology now mean individuals
can monitor their health as consumers with
24/7 access to information and support.

CHRIS WATSON, PH.D.

SCALING MHEALTH
Disease knows no borders,

so although technology
can provide a cost-effective mechanism

of decentralizing healthcare, scaling an
mHealth pilot program into a multinational
service isn't as simple as you think. Providers
face a multitude of varying regulations and
differing patient requirements that must be
addressed in a single solution. This, however,
can be addressed through strong regional
knowledge, as well as a highly adaptable
technology platform that can manage services
spanning multiple geographies.

PAUL GREENE, PH.D.

¥ | INTEGRATION IS KEY
! TO MHEALTH
A core principle in the collection of scientific

data is that data about an event are always
better if collected in temporal proximity. Put
simply, if there is health information you want
for a clinical studly, it is best to collect it when
it happens instead of waiting for a study visit.
This might include the collection of adverse
events or patient reported outcomes; it might
also include the collection of sleep parameters
or vital signs. In essence, this is real-time data
collection and is the foundation of quality and
precise data.

A primary challenge for mHealth is the
integration of data and platforms. All clinical
study data and data collection mechanisms
need to be integrated seamlessly into the
clinical database. This is not only so that
everything works together, but is also an
effort to simplify the site interface — one user
name and password is less frustrating than
five or six.

IMPROVING CLINICAL TRIAL

EFFICIENCY

The key applications for mHealth are starting
to emerge. In a clinical-trial setting, mHealth
can target any data that are better captured
continuously versus at specified visits, and
where the data collected do not require
specialized skills from site staff. Devices that
collect activity data are a good example of this.
Analogous to the activity monitor many of us
wear today, these devices use accelerometers
to capture activity around the clock. However,
there are also proven algorithms that transform
that data to reliably characterize the quantity
and quality of sleep.

In the future, we expect these devices to
extend into heart rate and even blood pressure.
There is some concern that these are a burden
to the patient, but more often we see them as
an opportunity to lessen the burden on both
sites and patients. The key to success is to look
for opportunities to reduce the overall number
of study visits and procedures at the same time
you implement mHealth devices.

DARA LIGUORI

ARTIFICIAL INTELLIGENCE TO PLAY ROLE
IN MHEALTH FUTURE

As the market and technology mature, mHealth
barriers — such as data security and platform
integration — will likely resolve and adoption
will increase. mHealth is poised to play a

large role in the future healthcare landscape
by improving healthcare quality and cost
efficiency, particularly with the incorporation
of artificial intelligence (Al). Al brings together
structured and unstructured health data with
machine learning to lay the groundwork

for improvements in preventative care,
personalized medicine and population health.

BRANDIE LINFANTE

MHEALTH’S
TRANSFORMATIVE IMPACT

The use of mHealth technologies with

respect to achieving health goals and
objectives can have a transformative effect

on global health services. Key applications
include communication between individuals
(patients and/or caregivers) and healthcare
providers/services, remote patient monitoring,
telemedicine, and medical condition
management, including treatment compliance,
appointment reminders,and community
mobilization. Additional key applications
would include education, awareness,
communication for healthcare professionals,
and epidemic/disease outbreak reporting/
tracking.
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diseases and better surveillance of the spread
of disease, according to PwC.

What's in it for Pharma?

More recently, pharmaceutical compa-
nies are starting to recognize the power of
mHealth. According to research2guidance,
mobile apps have several stand-out bene-
fits for pharmaceutical companies, including
helping them reach more patients, helping
those patients stay compliant, guiding pa-
tients in how to use their medication cor-
rectly, providing health-related information
and education to physicians, exchanging in-
formation on results from clinical trials with
physicians, improving interaction between
the company and physicians, and potentially
even providing an additional revenue stream.

A growing number of pharmaceutical
companies are tapping into the opportuni-
ties mHealth presents. For example, GSK
is committed to increasing use of mHealth
data in its clinical trials as one way to try to
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reduce the cost of developing drugs. Daiichi
Sankyo developed a mobile app to help pa-
tients with atrial fibrillation by providing tai-
lored reminders to adhere to their medication.
Boehringer Ingelheim has also been at the
forefront with its commitment to apps to im-
prove adherence, including a partnership with
Propeller Health for a sensor that monitors
adherence of COPD and asthma patients. Lilly
has developed a mobile app to help patients
remember to take their once-a-week diabetes
medication Trulicity at the right time and
how to use the injection mechanism correctly.
And Takeda’s iBData program helps patients
with inflammatory bowel disease track their
symptoms through a smartwatch app.

Cautious Way Forward

While government agencies have demon-
strated their support for mHealth to improve
outcomes, the FDA also has differentiated be-
tween digital health apps that support health
goals and devices that need FDA clearance.

In July 2016, the FDA’s Center for De-
vices and Radiological Health (CDRH) issued
guidance on low risk general wellness devices.
The CDRH has made clear it doesn’t intend
to actively regulate products that meet the
definition of low risk general wellness devices.
However, any product that falls outside of the
“low risk” guidance — if it’s invasive, if it’s
implanted, or if the product involves an inter-
vention or technology that may pose a risk to
the safety of users and other persons if specific
regulatory controls are not applied — could
face the same regulations as traditional medi-
cal devices. The agency’s guidance — General
Wellness: Policy for Low Risk Devices —
seeks to help manufacturers determine when
their devices and claims might fall into the
regulated medical device arena.

As mHealth continues to grow and apps
expand into different areas, the opportunities
for health improvements grow, as do the
complexities. Companies will need to carefully
balance innovation with clear understanding
of the evolving regulatory guidelines.



