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FDA REGULATION OF mHEALTH AND WELLNESS
DEVICES: WHAT YOU NEED TO KNOW

Barbara Zabawa, JD, MPH

Center for Health and Wellness Law,
LLC and the University of Wisconsin
— Milwaukee

Milwaukee, W1

Introduction

With the rising costs of health-
care, many employers offer wellness
programs to keep employees health-
ier. As part of workplace wellness
programming, employers may offer
employees wearable technology or
other wellness applications or tech-
nology. For example, one recent sur-
vey found 35 percent of employers
use wearable devices in their well-
ness programs.’

Companies that have made their
mark in the wellness industry, such as
through wearable technology, are
beginning to move into developing
clinical technology. In 2016 Fitbit
publicized a push to transform itself
into a “digital health company” that
relies less on consumers and more on
the healthcare industry.? According
to Fitbit’s chief executive officer
(“CEQ?”), the goal is for Fitbit gadgets
to monitor blood pressure, blood
sugar and even diagnose disease.’
Other companies, such as Apple and
Smartlife, seem to be jumping on that
bandwagon, as well.*

Stepping into the world of diag-
nosing and treating disease, however,
comes with a steep regulatory price.
The rules that govern workplace well-
ness pale in comparison to the rules
that govern medical care. Because
insurance, including government
insurance like Medicare and Medic-
aid often pays for medical care,
healthcare providers must navigate
copious amounts of reimbursement
rules both at the federal and state
level. There are also malpractice and
professional licensing issues that
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weigh heavily in everyday practice.
There are rules that govern with
whom providers may collaborate or
employ, with whom they can share
information (and how they can share
that information), with whom they
can share or waive fees for services, the
meeting of quality standards, informa-
tion submission requirements, infor-
mation retention requirements, and
more. A full discussion of the rules
that govern health services delivery,
such as the Health Insurance Portabil-
ity and Accountability Act (HIPAA),
fraud and abuse rules, or federal and
state billing and licensing rules is
beyond the scope of this article. How-
ever, it is important to recognize that
these rules apply to healthcare deliv-
ery, and wellness companies that ven-
ture into healthcare will most likely
need to contend with those rules.

The company Theranos provides
a recent example of a high-tech start-
up falling prey to the staggering
amount of regulation in healthcare.
Theranos developed a laboratory test
promising to detect hundreds of dis-
eases requiring only one drop of blood
and at a fraction of the costs of a con-
ventional laboratory.’ Theranos began
offering tests to the public in late
2013 and opened 42 blood-drawing
wellness centers in Arizona, two in
California and one in Pennsylvania.®
Most other blood-drawing centers are
in Walgreens drugstores.” The Centers
for Medicare & Medicaid Services
(“CMS”) sent a letter to Theranos on
March 18, 2016 proposing sanctions
against its leaders and taking away
federal licensing for its laboratory
facilities for continued failure to cor-
rect major problems with testing accu-
racy and competence.® For example,
Theranos failed to properly hire and
train qualified people to run the test-
ing machines, allowed unlicensed
workers to review patient test results,
failed to follow manufacturers’
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instructions on equipment and did not
have a proper, written protocol in
place to calibrate the machines to
maintain accuracy.’ Indeed, in July
2016, CMS banned Theranos’ CEO
from owning or operating a medical
laboratory for at least two years.”” The
company also faces a fine of $10,000
for every day it is out of compliance.!!

For wellness companies interested
in developing technological devices
or tools to market to the healthcare
industry, there is also the specter of reg-
ulation by the Food and Drug Admin-
istration (“FDA”). It is the prospect of
FDA regulation that is the focus of this
article. Part of this technological revo-
lution in medical care is known as
“mobile health” or “mHealth,” which
is the use of mobile communications
devices like smartphones and tablet
computers for health or medical pur-
poses, usually for diagnosis, treatment,
or simply well-being and mainte-
nance."” Most mobile health technolo-
gies interface with users through
applications (“apps”) downloaded onto
iPhones, iPads, or Android or Win-
dows devices, for example.” One aspi-
ration of mHealth and other
healthcare technology is to decen-
tralize, demystify, and democratize
medicine, shifting the locus of care
away from expensive institutions like
hospitals and towards individual
patients."* The push for medical clini-
cians to incorporate mHealth into
their practices is increasing.”

As noted earlier, along with this
increased interest by healthcare pro-
viders in mHealth or other wellness
technology comes an increased likeli-
hood of FDA regulation. The goal
behind FDA regulation is consumer
safety. In 2015, the FDA issued guid-
ance for the mHealth industry'® and
issued draft guidance for the wellness
industry regarding low risk devices,
which was finalized in 2016."" These
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guidance documents do not have the
force of law,'® but they provide well-
ness professionals and organizations a
window into how the FDA views
certain health technologies in rela-
tion to the Food, Drug, and Cos-
metic Act (“FDCA”). After briefly
describing the FDCA as applied to
medical devices, this article will
summarize the current FDA guid-
ance for mHealth and low risk well-
ness devices.

The FDCA and Regulation
of Medical Devices

Congress created the FDA in
1906 to govern therapeutic drugs."
At that time, medical devices were
not thought to be appropriate candi-
dates for federal regulation because
very few products existed for pro-
longed application for the human
body.”® The 1938 FDCA expanded
the FDA’s authority to include the
regulation of medical devices.”! How-
ever, the FDA did not have authority
to require the manufacturer of any
device to prove the safety, much less
the effectiveness, of its product.?
With the introduction of highly
sophisticated medical technologies in
the 1960s, the FDA began to push for
stronger regulatory authority over
medical devices.”’After almost a
decade of debate on the proper regu-
latory systems, in 1976 Congress
amended the FDCA with the Medical
Device Amendments (“MDA”). These
amendments broadly defined a medi-
cal device as follows:

An instrument, apparatus, imple-
ment, machine, contrivance,
implant, in vitro reagent, or other
similar or related article, includ-
ing any component, part, or
accessory, which is . . . intended
for use in the diagnosis of disease
or other conditions, or in the cure,
mitigation, treatment or preven-
tion of disease. . . or intended to
affect the structure or function of

the body.**

Thus, an important consideration
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of whether a device is subject to FDA
medical device regulation is to deter-
mine the device’s “intended use.” To
determine the intended use, the FDA
looks at a product’s labeling claims,
advertising matter, or oral or written
statements by manufacturers or their
representatives.”” Generally, products,
including software, are considered
medical devices if they are intended
for a medical purpose.?® Thus, well-
ness companies that develop devices
intended for medical purposes may
fall within the ambit of FDA medical

device regulation.

If a product is considered a medi-
cal device, the manufacturer must
comply with certain FDA regulatory
requirements. These requirements
include:

e Establishment Registration —
Manufacturers (both domestic and
foreign) and initial distributors
(importers) of medical devices must
register their establishments with
the FDA. All establishment regis-
trations must be submitted elec-
tronically unless a waiver has been
granted by the FDA. All registra-
tion information must be verified
annually between October 1st and
December 31st of each year. In
addition to registration, foreign
manufacturers must also designate a
U.S. Agent.”” Most establishments
are required to pay an establish-
ment registration fee.?

Medical Device Listing — Manufac-

turers must list their devices with
the FDA. Establishments required
to list their devices include:

1. manufacturers,

2. contract manufacturers that com-
mercially distribute the device,

3. contract sterilizers that commer-
cially distribute the device,

repackagers and relabelers,
specification developers,

reprocessors of single-use devices,

~N o

remanufacturers,
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8. manufacturers of accessories and
components sold directly to the
end user, and

9. U.S. manufacturers of “export
only” devices.”

e Premarket Notification 510(k),
unless exempt, or Premarket
Approval (“PMA”) — Compared to
the 510(k) process, PMA is a much
more rigorous process because the
manufacturer of PMA devices must
prove efficacy and safety by provid-
ing data showing the device’s per-
formance in humans. The 510(k)
process does not require human
testing to prove efficacy and safety
because these devices are consid-
ered to be at least as safe and effec-
tive as similar devices already on
the market.*®

Devices that require the submission
of a Premarket Notification 510(k)
may not be commercially distributed
until the FDA authorizes distribu-
tion through a letter of substantial
equivalence. A 510(k) device must
demonstrate that it is substantially
equivalent to one legally in com-
mercial distribution in the United
States: (1) before May 28, 1976; or
(2) to a device that has been deter-
mined by FDA to be substantially
equivalent. There are three different
classes of devices under FDA regula-
tion, as discussed below. Most Class I
devices and some Class II devices
are exempt from the Premarket
Notification 510(k) submission.’!

Products requiring PMAs are Class
111 devices, high risk devices that
pose a significant risk of illness or
injury, or devices found not sub-
stantially equivalent to Class I and
II predicates through the 510(k)
process. The PMA process is more
involved and includes the submis-
sion of clinical data to support
claims made for the device.”

e Investigational Device Exemption
(IDE) for clinical studies — An
investigational device exemption
(“IDE”) allows the investigational
device to be used in a clinical study

continued on page 40
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continued from page 39

in order to collect safety and effec-
tiveness data required to support a
PMA application or a Premarket
Notification 510(k) submission to
the FDA. Clinical studies with
devices of significant risk must be
approved by the FDA and by an
Institutional Review Board (“IRB”)
before the study can begin. Studies
with devices of nonsignificant risk
must be approved by an IRB only
before the study can begin.”

® Quality System (“QS”) regulation —
The QS regulation includes require-
ments related to the methods used
in and the facilities and controls
used for the designing, purchasing,
manufacturing, packaging, labeling,
storing, installing and servicing of
medical devices. Manufacturing
facilities undergo FDA inspections
to assure compliance with the QS
requirements.’

e Labeling requirements — Labeling
includes labels on the device as well
as descriptive and informational lit-
erature that accompanies the device.”

e Medical Device Reporting (“MDR”)
— Incidents in which a device may
have caused or contributed to a
death or serious injury must be
reported to the FDA under the
Medical Device Reporting pro-
gram. Certain malfunctions must
also be reported. The MDR regula-
tion is a mechanism for the FDA
and manufacturers to identify and
monitor significant adverse events
involving medical devices. The
goals of the regulation are to detect
and correct problems in a timely

manner.*

As described earlier, the FDA reg-
ulates three different classes of medi-
cal devices.”” Under this classification
system, the FDA determines the
amount of pre-market and post-market
regulation required by the FDCA.*®
The higher the classification, the more
scrutiny the device receives.” The
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three classes of medical devices are
as follows:

e Class | devices are regulated the
least and generally do not require
any pre-market review by the FDA.
Examples of Class [ devices include
elastic bandages and examination
gloves.®

e Class Il devices have “moderate
risk” and are subject to a relatively
cursory premarket notification,
known as a 510(k) notice, which
the FDA generally accepts.*' In
addition, Class II devices undergo
special controls such as perfor-
mance standards, post-market sur-
veillance, patient registries, special
labeling requirements, pre-market
data requirements and guidelines.*
Examples of Class Il devices include
x-ray machines, powered wheel-
chairs and acupuncture needles.*”

e (lass I1I devices are high risk devices
and generally require PMA.* PMA
is a complex and expensive process
that obligates the manufacturer to
submit clinical data proving the
device’s safety and effectiveness.”
The approval process can take over
five months, on average, even if a
device is simply a newer version of
an already approved device (i.e., a
510(k) clearance).* Therapeutic
drugs must go through a similar
approval process.'” Examples of Class
[1I devices include implantable pace-
maker pulse generators and endos-
seous implants.*

The FDCA also gives the FDA
the authority to set good manufactur-
ing practice requirements for medical
devices, to ban worthless and danger-
ous products from the market, and to
require notification, replacement or
refund by makers of defective products.¥

With regard to software, the FDA
has long considered software products
to meet the definition of a device
when the software is intended for use
in diagnosing and treating diseases and
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other conditions.” Although the FDA
views software products as within
FDCA purview, the FDA announced
that it would exercise “enforcement
discretion” over many types of low-risk
software, such as software that merely
provides information.” “Enforcement
discretion” means that the FDCA
applies to the device and the FDA
has legal authority to enforce regula-
tions, but it chooses not to enforce
those regulations.”” The take-away
regarding FDA regulation of devices
is that if the device is intended to
diagnose or treat a disease or condi-
tion, it is likely that it will be subject
to FDA regulation.

Guidance for Mobile
Medical Apps and Low
Risk Wellness Devices

The FDCA grants the FDA
authority to issue regulations and
allows interested parties to request a
public hearing as part of the rulemak-
ing process.”” The FDCA also
includes residual rulemaking author-
ity to address matters not specifically
covered by the formal rulemaking
provision.”* This enables the FDA to
conduct notice-and-comment proce-
dures for the promulgation of rules.”
This “informal” rulemaking procedure
avoids the burdensome hearing proce-
dure required with formal rulemak-
ing.’® Yet even informal rulemaking
has become lengthy and difficult for
the FDA.”" As a result, the FDA has
resorted to issuing “guidance,” offering
the FDA a convenient short cut for
communicating its expectations to
regulated entities.’® The guidance pro-
cess is not without critics, however. A
primary criticism is that these infor-
mal announcements operate as de
facto rules without the normal proce-
dural safeguards that allow for public
comment and review.” Despite this
criticism, the FDA has issued guid-
ance documents for both mobile med-
ical apps and low risk wellness devices.
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Mobile Medical Apps Guidance

The FDA provided guidance
relating to mobile medical applica-
tions on February 9, 2015.% The guid-
ance defines “mobile medical app” as
a software application that can be run
on a smart phone, tablet or other por-
table computer, or a web-based soft-
ware platform tailored to a mobile
platform but executed on a server
that meets the definition of device in
§ 201(h) of the FDCA and either is
intended: a) to be used as an acces-
sory to a regulated medical device; or
b) to transform a mobile platform
into a regulated medical device.®
Generally, if a mobile app is intended
for use in performing a medical
device function (i.e., for diagnosis of
disease or other conditions, or the
cure, mitigation, treatment, or pre-
vention of disease) it is a medical
device, regardless of the platform on
which it is run.”* Recall that the FDA
looks at a product’s labeling claims,
advertising materials or oral or writ-
ten statements by manufacturers or
their representatives to determine a
device’s intended use.”

The key for wellness professionals
and organizations is to determine
whether a mobile app constitutes a
mobile “medical” app or just a mobile
app. If the latter, the FDA will exer-
cise enforcement discretion, which as
noted earlier means the FDA chooses
not to enforce compliance of those
apps under the FDCA.® If the app is
a mobile “medical” app, then the
FDA will apply its regulatory over-
sight over those apps at one of the
three classification levels discussed
earlier.”” See Table 1 for examples of
apps the FDA considers to be mobile
“medical” apps subject to its over-
sight.® Examples of mobile apps over
which the FDA intends to exercise
enforcement discretion because they
are lower risk are listed in Table 2.7

Regardless of whether a medical
device is subject to FDA enforcement
authority or is one for which the FDA
applies enforcement discretion, the
FDA strongly recommends that man-
ufacturers of all mobile apps that may
meet the definition of a medical
device follow the QS regulation in
the design and development of those

Table 1 — Mobile Medical Apps with FDA Regulatory Oversight

TYPE OF MOBILE

MEDICAL APP
Apps that transform the J
mobile platform into a
regulated medical device by J
using attachments, display
screens, or sensors or by .
including functionalities
similar to those of currently J

regulated medical devices.

Apps that become a regulated
medical device (software) by
performing patient-specific J
analysis and providing patient
specific diagnosis or treatment o
recommendations.

Volume 30, Number 2, December 201

EXAMPLES

apps.®® This regulation includes good
manufacturing practices.®”” A partial
list of these practices are:

1. Having a quality policy
2. Conducting quality audits

3. Having sufficient personnel with the
necessary education, background,
training and experience to ensure
a quality device

4. Having design controls to ensure
that specified design requirements
are met

5. Having production and process
controls

6. Having procedures to ensure
devices are routinely calibrated,
inspected, checked and maintained

7. Having procedures to handle
products that do not conform to
specified requirements

8. Creating and maintaining a device
history record.™

In addition to mobile apps, well-
ness professionals and organizations
may develop or encounter other prod-
ucts that the FDA considers to present

MUST COMPY
WITH:

The device

Blood glucose strip reader attached to a mobile platform to
function as glucose meter;

Attachment of electrocardiograph electrodes to mobile
platform to measure, store, and display ECG signals;

Apps that use built-in accelerometer on a mobile platform to
collect motion information for monitoring sleep apnea;
Apps that use sensors (internal and external) on a mobile
platform for creating electronic stethoscope function;

Apps that display radiological images for diagnosis.

Apps that use patient-specific parameters and calculate
dosage or create a dosage plan for radiation therapy;
Computer Aided Detection (“CAD”) software image
processing software;

Radiation therapy treatment planning software.

7 The Health Lawyer

classification
associated with the
transformed platform.

The FDA encourages
manufacturers of this
type of app to contact
the FDA to discuss
what, if any, regula-
tory requirements
may apply.

continued on page 42
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continued from page 41

Table 2 — Mobile Apps with FDA Enforcement Discretion

TYPE OF MOBILE APP

Apps that provide or facilitate
supplemental clinical care, by
coaching or prompting, to help
patients manage their health in
their daily environment.

Apps that provide patients with
simple tools to organize and
track their health information.

Apps that are specifically
marketed to help patients

document, show or communicate

to providers potential medical
conditions.

Apps that perform simple
calculations routinely used in
clinical practice.

Apps that meet the definition of
Medical Device Data Systems.

42

EXAMPLES

* Apps that coach patients with conditions such as cardiovascular disease,
hypertension, diabetes or obesity, and promote strategies for maintaining a healthy
weight, getting optimal nutrition, exercising, managing salt intake, or adhering to
pre-determined medication dosing schedules by simple prompting.

e Apps that use video and video games to motivate patients to do their physical
therapy exercises at home.

e Apps that provide periodic educational information, reminders, or motivational
guidance to smokers trying to quit, patients recovering from addiction, or
pregnant women.

* Apps that prompt a user to enter which herb and drug they would like to take
concurrently and provide information about whether interactions have been seen
in the literature and a summary of what type of interaction was reported;

* Apps that use patient characteristics such as age, sex, and behavioral risk factors to
provide patient-specific screening, counseling and preventive recommendations
from well-known and established authorities.

Apps that provide simple tools for patients with specific conditions or chronic disease
such as obesity, Anorexia, arthritis, diabetes, or heart disease to log, track or trend their
events or measurements (e.g., blood pressure measurements, drug intake times, diet,
daily routine or emotional state) and share this information with their healthcare
provider as part of a disease management plan.

e Apps that serve as videoconferencing portals specifically intended for medical use
and to enhance communications among patients, healthcare providers, and
caregivers;

e Apps specifically intended for medical uses that utilize a mobile device’s built-in
camera or a connected camera for purposes of documenting or transmitting
pictures (e.g., photos of a patient’s skin lesions or wounds) to supplement or
augment what would otherwise be a verbal description in a consultation between
or with a healthcare provider.

Medical calculators for:

e Body Mass Index (“BMI”)

e Total Body Water/Urea Volume of Distribution
e Mean arterial pressure

e Glascow Coma Scale score

e APGAR score

e National Institutes of Health Stroke Scale

e Delivery date estimator

e Apps intended to transfer, store, convert format, and display medical device data,
without controlling or altering the functions or parameters of any connected medical
device. These apps include those that are used as a secondary display to a regulated
medical device when these apps are not intended to provide primary diagnosis,
treatment decisions, or to be used in connection with active patient monitoring.

The Health Lawyer Volume 30, Number 2, December 2017



“low risk” to consumer safety. Unlike
mobile apps that the FDA still consid-
ers are medical devices (and either
applies its enforcement authority or
does not), the FDA concludes that
this third category of mobile apps are
not medical devices at all and there-
fore have no regulatory requirements
under the FDCA.™ These include
apps intended to provide access to
e-copies of reference materials not
meant for use in the diagnosis, treat-
ment or prevention of disease, apps
intended as medical training tools,
apps for general patient education,
apps that automate general healthcare
office operations, and apps that are
generic aids not specifically intended
for medical purposes, such as an app
that uses the mobile platform for note
taking or as a magnifying glass.

Guidance for Low Risk
Wellness Devices

The FDA released its final guid-
ance regarding low risk wellness
devices on July 29, 2016.” According
to the FDA, low risk products gener-
ally promote a healthy lifestyle and
meet the following two factors: (1)
are intended for only general wellness
use; and (2) present a very low risk to
users’ safety.™

Intended for General Wellness Only
The FDA defines a general well-

ness product as one that meets one of
the following: (1) has an intended use
that relates to maintaining or encour-
aging a general state of health or a
healthy activity; or (2) an intended
use claim that associates the role of
healthy lifestyle with helping to reduce
the risk or impact of certain chronic
diseases or conditions and where it is
well understood and accepted that
healthy lifestyle choices may play an
important role in health outcomes for
the disease or condition.”

Importantly, the first category of
general wellness product does not make
any reference to diseases or conditions.
To fall within this category, the gen-
eral wellness product may relate to:

Volume 30, Number 2, December 2017

e Weight management

Physical fitness, including products
intended for recreational use

Relaxation or stress management

Mental acuity

Self-esteem (e.g., devices with a
cosmetic function that make claims
related only to self-esteem)

Sleep management

Sexual function.”

In contrast, products that relate
to the following would not qualify as
general wellness products (and there-
fore could be subject to FDA regula-
tion under one of the three class
levels discussed earlier):

¢ The treatment or diagnosis of obesity
¢ The treatment of an eating disorder
® The treatment of anxiety

e A computer game that will diagnose
or treat autism

¢ The treatment of muscle atrophy or
erectile dysfunction

e The restoration of a structure or func-
tion impaired due to a disease (e.g., a
claim that a prosthetic device enables
amputees to play basketball).”

The second category of general
wellness products is comprised of two
subcategories: (1) intended uses to
promote, track, and/or encourage
choices, which, as part of a healthy
lifestyle, may help to reduce the risk
of certain chronic diseases or condi-
tions; and (2) intended uses to pro-
mote, track and/or encourage choices
which, as a part of a healthy lifestyle,
may help living well with certain
chronic diseases or conditions.” Both
subcategories of disease-related well-
ness products should only make
claims about healthy lifestyle choices
reducing the risk of chronic disease or
a medical condition if those claims are
generally accepted and described in
peer-reviewed scientific publications.”
For example, it is generally accepted
that a healthy lifestyle reduces the

The Health Lawyer

risk of or helps better manage heart

disease, high blood pressure and type
2 diabetes.*

Given the “first category” and
“second category” descriptions above
of general wellness products, it
appears that wearable technology
(e.g. Fitbit, Jawbone) devices that
track data such as exercise and dietary
behavior would be considered low risk
wellness devices and therefore not
subject to any FDA regulatory require-
ments. They also present a very low
risk to the user’s safety, as described
below. However, if this technology
changes in the future (e.g., it becomes
a medical device that is intended to
diagnose and treat a disease), it would
be subject to FDA regulations. There-
fore, workplace wellness programs
that provide wearable technology for
their employees may not need to be
concerned with these FDA regula-
tions at the moment, but may need to
comply with FDA requirements as
technology changes and moves more
into clinical applications. And of
course, wellness programs that use
information collecting devices must
still address compliance with privacy,
confidentiality, and security regula-
tions.

Presents a Very Low Risk to
User’s Safety

In addition to being intended for
general wellness, in order for a prod-
uct to qualify as a low risk wellness
device the product must also not pres-
ent inherent risks to a user’s safety.®!
The FDA considers a product to pres-
ent an inherent risk to a user’s safety
if the product:

¢ [s invasive,

Involves an intervention or tech-
nology that may pose a risk to a
user’s safety if device controls are
not applied, such as risks from lasers,
radiation exposure, or implants,

e Raises novel questions of usability,
or

Raises questions of biocompatibility.*

continued on page 44
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continued from page 43

Examples of such products include:

e Sunlamp products promoted for
tanning purposes (exposure to ultra-
violet radiation creates an increased
risk of skin cancer),

e Implants promoted for improved self-
image or enhanced sexual function
(creates an increased risk of rupture
or adverse reaction to implant mate-
rials, as well as from the implanta-
tion procedure),

e A laser product that claims to improve
confidence in a user’s appearance by
rejuvenating the skin (laser technol-
ogy presents risk of skin and eye
burns and presents usability consider-
ations that may be addressed with
labeling and other device controls).®

Another way to determine whether
a wellness device qualifies as low risk
is to investigate whether the FDA
already regulates products of the same
type as the product in question.®*
Wellness professionals and organiza-
tions may visit the FDA website® to
search for similar products that the
FDA might already regulate. For
example, a wellness organization may
develop a glucose monitor for diabetic
employees. Upon searching the FDA
website, one discovers that the FDA

regulates as a Class [ device a “contin-
uous glucose monitor retrospective
data analysis software.”® Thus, to the
extent that the wellness organization’s
device is similar to the device already
regulated by the FDA, the new device
would not qualify as a low risk wellness
device exempt from FDA regulation.

Thus, a product that qualifies as
a low risk wellness device is not sub-
ject to FDA regulation. The FDA
does not intend to examine these low
risk products to determine whether
they are “medical devices” subject to
the FDCA or, if they are devices,
whether they are in compliance with
the FDCA.®" As of the date of this
article, the author is not aware of any
cases or other enforcement action
raising the issue of FDA regulation of
low-risk wellness devices. Moreover,
the Cures Act clarifies that exempt
from FDA regulation are any software
functions intended “for maintaining
or encouraging a healthy lifestyle”
and is unrelated to the “diagnosis,
cure, mitigation, prevention, or treat-
ment of a disease or condition.”*®

Putting it Together

Wellness professionals and orga-
nizations may wonder how the FDA

software programs

Figure 1 - Types of Low Risk Wellness Devices

Other, such as exercise equipment,
. audio recordings, video games,

. Mobile Apps
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Guidance for Mobile Apps and Guid-
ance for Low Risk Wellness Devices
relate. Mobile apps can be a type of
low risk wellness device, as shown in
the diagram in Figure 1.

So, a wellness professional or
organization that uses a mobile app as
part of a wellness program should first
determine if it is a general wellness
product not subject to FDA regula-
tion.*” If it is determined that the
mobile app does not qualify as a gen-
eral wellness product, then the well-
ness professional or organization should
consult the Mobile Medical Applica-
tions Guidance to determine whether
the FDCA applies to the app.

Conclusion
The use of mHealth in health and

wellness programs is evolving, as is
the technology of mHealth and the
law governing it. The increased reli-
ance on mobile devices as a tool to
foster health and reduce the cost of
care will likely spur more interest in
incorporating mHealth into wellness
initiatives of all kinds. On the flip
side, organizations that have made
their mark in the wellness industry
are looking to bring their expertise in
health promotion and return on
investment to the healthcare delivery
space. Wellness organizations, employ-
ers who offer wellness programs, health-
care systems, and attorneys need to
keep an eye on this changing area of
the law.

This article is adapted from the ABA
Health Law Section’s new book, Rule
the Rules of Workplace Wellness Pro-
grams. The book covers health and
workplace wellness, with a focus on
the legal and logistic aspects and
helping guide the professionals devel-
oping legally healthy wellness pro-
grams in the workplace. For more
information, go to:
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https://shop.americanbar.org/eBus/
Store/ProductDetails.aspx’productld=
269881753&term=Rule+the+Rules.
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