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Those in the Health Care Space Should Expect the
mHealth Market to Continue to Grow

octors are using iPads to enter data into a pa-

tient’s electronic medical record during the pa-

tient’s visit, patients are using their smartphones
to monitor their caloric intake or to find doctors who
accept their insurance policies,' and veterans who have
post-traumatic stress disorder (PTSD) are consulting the
PTSD Coach to learn about PTSD, conduct a self-assess-
ment, and find support networks.? Health care organiza-
tions increasingly are integrating smartphones and tab-
lets into their health care infrastructure and daily use.
At the same time, individuals are taking advantage of
the health care tools that are location-independent and
available at the click of a button. A 2010 Pew Research
study found that out of the 85 percent of adults that use
a cell phone, 17 percent have used it to look up health-
related information, and 9 percent have health-related
software applications (i.e., an “app”) on their phones.?

GRrRowTH oF MoBILE HEALTH

The federal government is encouraging this growth in
mobile health (“mHealth”). In 2010, for example, the Na-
tional Institutes of Health awarded about 150 grants for
mobile phone-related research.* Stakeholders see mobile
technology as a means to save money on the manage-
ment of chronic diseases, to educate the population, and
to more easily reach individuals in chronically under-
served areas. For example, one study recently found that
individuals who used a diabetes management app expe-
rienced a decrease in hemoglobin A1C levels. Specifical-
ly, the researchers found that over a 12-month period,
patients using the app had an average decline in A1C
levels of 1.9 percent compared with a 0.7 percent de-
crease among those patients who did not use the app.®
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The private sector is also investing heav-
ily with the anticipated growth in the
mHealth market. As reported by the New
York Times, “[a] report by Parks Associates
in February estimated that in the United
States alone, revenue from digital health
technology and services would exceed $5.7
billion in 2015, compared with $1.7 billion
in 2010, fueled by devices that monitor
chronic conditions like hypertension and
diabetes and by wellness and fitness appli-
cations and programs.”®

As those who use smartphones and tab-
lets well know, however, to access these
mHealth tools, users must download and in-
stall an application (i.e., an “app”) into their
mobile device. As of August 2011, the Apple
App Store had over 425,000 apps, and the
Android Market had close to 250,000 avail-
able for purchase or free download. The
data on the number of health care-related
apps available varies.

The New York Times recently reported
that as of November 2010, there were more
than 17,000 mobile health apps available.”
While it does appear that the majority of
the apps currently available are not health
care related, the issue is nonetheless im-
portant enough that the Food and Drug Ad-
ministration (FDA) feels compelled to step
in and offer some clarification on its inten-
tion to regulate health care apps.

THE PROPOSED REGULATION

On July 21, 2011, the FDA published its two-
page draft guidance document on Mobile
Medical Applications (the “FDA guidance”)
in the Federal Register.® The FDA issued the
“draft guidance to inform manufacturers,
distributors, and other entities about how
the FDA intends to apply its regulatory au-
thorities to select software applications in-
tended for use on mobile platforms (mobile
applications or ‘mobile apps’).” While the
guidance document, once finalized, will re-
flect the “FDA’s current thinking on mobile
medical applications,” it is not binding on
the FDA and does not confer any rights on

any party.

For the time being, the FDA is limiting
its regulatory authority to a subset of mo-
bile apps that it is calling mobile medical
apps, which are defined as mobile apps
that meet the “device” definition in §201(h)
of the Federal Food, Drug, and Cosmetic
Act (FD&C Act).? Products “that are built
with or consist of computer and/or soft-
ware components or applications are sub-
ject to [FDA] regulation as devices when
they meet the definition of a device in
section 201(h) of the FD&C Act.”’ In per-
tinent part, the FD&C Act defines device
as: “an instrument, apparatus, implement,
machine, contrivance, implant, in vitro re-
agent [that is] intended for use in the diagno-
sis of disease or other conditions, or in the
cure, mitigation, treatment, or prevention
of disease, in man [or] intended to affect
the structure or any function of the body of
man or other animals[.]""

In addition to meeting the definition of
device, the mobile app also must be “used
as an accessory to a regulated medical de-
vice or [tJransform([] a mobile platform into
a regulated medical device.”'?

The FDA’s goal is to limit the regulation
to “a subset of mobile apps that either have
traditionally been considered medical de-
vices or affect the performance or func-
tionality of a currently regulated medical
device.”"® In that respect, the FDA is nar-
rowly tailoring its approach.

The FDA makes clear that it “intends to
exercise enforcement discretion” toward
mobile apps that do not meet the defini-
tion of mobile medical app but nonetheless
meet the “device” definition of the FD&C
Act. “This means that FDA intends to ex-
ercise its discretion to decline to pursue
enforcement actions for violations of the
FD&C Act and applicable regulations by a
manufacturer of a mobile medical app, as
specified in this guidance.”"*

ConcLubiNG COMMENTS

The FDA guidance makes clear that the
FDA is taking a limited regulatory approach
to mobile health technologies. This reflects
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the understanding that the market and the 3

technology are relatively new. Converse-

ly, the mere fact that the FDA is regulating 4,
these types of technologies at all reflects

that the FDA recognizes that mobile medi-

cal apps can pose risks to public health. As 5
the FDA explains:

[M]obile medical apps may pose
additional or different risks [com-
pared to traditional medical devic-
es] due to the unique characteristics
of the [mobile] platform. For exam-
ple, the interpretation of radiologi-
cal images on a mobile device could
be adversely affected by the small- 6.
er screen size, lower contrast ratio,
and uncontrolled ambient light of
the mobile platform].]

7.
Despite the concerns raised by the

FDA and others in the industry, those in

the health care space should expect the

mHealth market to continue to grow as

organizations take advantage of this new
method of engaging their customers.
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