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Introduction

Increasingly, consumer products include health
or wellness components, and more technolo-
gy-oriented, over-the-counter medical devices
are entering the consumer health marketplace
(referred to as “digital health tools” for the pur-
poses of this article). Smartphones, tablets and
other internet and Bluetooth-enabled, software-
based consumer products are foundational to
the growth in consumer health and wellness
products, some of which are app-enabled/sup-
ported medical devices regulated by the U.S.
Food and Drug Administration (FDA). Indeed,
the COVID-19 pandemic has accelerated adop-
tion and adaptation of more complex medical
device functions and technologies for consumer
healthcare use. However, the trend of expansion
and growth in digital health tools predates the
pandemic.

In particular, the marketplace for digital health
tools and other consumer health products direct-
ed at young women and parents — “femtech”,
“babytech” and “famtech” — has experienced
significant growth and innovation in recent
years. In 2019, Forbes estimated the US baby-
tech market size at around USDA46 billion, while
Allied Market Research, a market research agen-
cy, estimated that the global baby monitor por-
tion of this sector could reach USD1.9 billion by
2027. Companies catering to this demographic
are marketing a variety of tech-enabled medi-
cal devices and wellness products, including
smartphone-enabled fertility trackers and breast
pumps, app-enabled infant sleeping systems,
baby monitors that measure infant breathing and
vitals and at-home fertility tests.
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A core consideration for companies developing
and launching a femtech or babytech product is
whether the product could be subject to regu-
lation by the FDA as a medical device. Given
the time and resources that achieving compli-
ance with FDA requirements can require, there
are many companies in this space that aim to
position and market their products in a manner
that exempts them from FDA oversight. Moreo-
ver, regulatory agencies, self-regulatory bodies,
competitors and consumers are all attentive to
what companies are promising in terms of effi-
cacy and attributes for products in the femtech
and babytech sectors. Accordingly, regulatory
compliance and truth-in-advertising are criti-
cal considerations for companies marketing
products in this lucrative market, both of which
demand careful development of strategies for
bringing products to market and associated
product advertising and promotion.

Although this article focuses on femtech and
babytech products, it may be noted that, in
many respects, the same issues and risks apply
in other consumer technology areas of focus in
digital wellness and health.

The first part of this article provides an overview
of the regulatory framework for digital health
products marketed in the femtech and babytech
spaces, the second part provides illustrative
examples of these products, and the third part
speaks to the risk environment and enforcement
climate for these products, addressing recent
regulatory enforcement, advertising challenges
and consumer litigation.
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Regulatory framework

Whether a femtech or babytech product mar-
keted for a health-related use is subject to FDA
oversight as a medical device turns on whether
the product meets the statutory definition of a
device. The Federal Food, Drug, and Cosmetic
Act (FDCA) defines the term “device” in relevant
part, as an “instrument, apparatus, implement,
machine, contrivance, implant in vitro reagent
or other similar or related article, including
any component, part, or accessory [that is] (1)
intended for use in the diagnosis of disease or
other conditions, or in the cure, mitigation, treat-
ment, or prevention of disease, in man or other
animals, or (2) intended to affect the structure or
any function of the body of man or other animals,
and which does not achieve its primary intended
purposes through chemical action within or on
the body of man or other animals and which is
not dependent upon being metabolized for the
achievement of its primary intended purposes”
(21 U.S.C. § 321(h)).

Significantly, the FDA determines the intended
use of a product by looking at the objective
intent of the person responsible for marketing
the device, as reflected by, for example, the
labelling, promotional materials, product web-
site or oral statements by the company or its
representatives. Thus, two companies can mar-
ket essentially the same consumer digital health
product in the USA, but one be considered a
device and the other not a device because of
the difference in claims made for the products.
Therefore, if a company markets a wearable
device for infants that detects heart rate, respi-
ration and sleep movements for sleep tracking
or sleep management, the product could poten-
tially be considered a general wellness tool that
is not subject to FDA regulation. If, however, the
company, in addition to promoting the wearable
device for sleep management, also makes state-
ments about use of the wearable in assessing
whether an infant shows signs of (or for monitor-

ing) sudden infant death syndrome (SIDS), sleep
apnea or other sleep or breathing disorders, then
that same wearable could be considered a regu-
lated medical device.

The FDA has long maintained that the device def-
inition encompasses software-based products,
such as mobile applications, in the same manner
in which it encompasses traditional hardware-
based products. However, because of the ways
in which they differ from more traditional medi-
cal devices, the FDA has struggled with how to
apply its device authorities to software-based
digital health products. The agency’s regulatory
approach to digital health devices, including
consumer digital health devices, has evolved
significantly over the last decade, culminating
in a December 2016 statutory amendment to the
FDCA device definition to carve out certain soft-
ware functions through enactment of the 21st
Century Cures Act (Cures Act).

In the years leading up to the Cures Act, the FDA
had adopted a risk-based approach to regulation
of digital health tools where the agency decided
to focus its regulatory oversight on higher-risk
digital health tools, while exercising enforce-
ment discretion over lower-risk tools even if the
lower-risk tools technically meet the definition of
a device. This risk-based approach to regulation
was reflected in various agency guidance docu-
ments, including draft FDA guidance on mobile
medical applications and general wellness tools.
The agency has tried to solicit and respond to
medical technology developer feedback when
shaping these proposals, particularly those
around multi-use software applications.

As amended in December of 2016 by the Cures
Act, the FDCA device definition now excludes
certain enumerated categories of low-risk soft-
ware functions — for example, certain admin-
istrative support tools, general wellness tools,
electronic patient records, medical device data
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systems and certain clinical decision support
(CDS) tools; see 21 U.S.C. § 360j(0). Although
the Cures Act carve out largely codified FDA's
existing policies on regulation of software prod-
ucts, they have helped to provide more certainty
to those companies seeking to develop digital
health tools. For example, certain women’s
health digital health tools are potentially market-
ed without FDA oversight pursuant to the Cures
Act “general wellness” exemption for software
functions that are intended for “maintaining or
encouraging a healthy lifestyle and [are] unrelat-
ed to the diagnosis, cure, mitigation, prevention,
or treatment of a disease or condition”. Other
women’s health digital health tools are poten-
tially marketed pursuant to FDA enforcement
discretion policies for additional low-risk gen-
eral wellness tools as well as for certain low-risk
mobile medical applications.

The Cures Act also excludes from the FDCA
device definition certain software functions that
provide recommendations to a healthcare pro-
fessional (HCP) about prevention, diagnosis or
treatment of a disease or condition provided cer-
tain conditions are met. Although this Cures Act
CDS exemption does not apply to digital health
tools intended for patients (“patient CDS”), the
FDA in draft guidance announced that there
are certain low-risk patient CDS for which the
FDA intends to exercise enforcement discretion.
Specifically, the FDA does not intend to enforce
compliance with applicable FDCA requirements
for patient CDS that are intended to inform clini-
cal management for “non-serious situations or
conditions” and that, in addition, are intended for
the patient to be able to independently evaluate
the basis for the software’s recommendations.

In contrast, the FDA does intend to focus its reg-
ulatory oversight on patient CDS functions that
are intended to inform clinical management for
a non-serious situation or condition but that are
not intended for the patient to be able to inde-
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pendently evaluate the basis for the software’s
recommendations. The FDA also intends to
focus its regulatory oversight on device patient
CDS functions that are intended to inform clini-
cal management for a serious or critical situa-
tion or condition, whether or not the software
is intended for the patient to be able to inde-
pendently evaluate the basis for the software’s
recommendations.

If a digital health tool does meet the definition
of a medical device (and does not fall under an
enforcement discretion policy), the requirements
applicable to manufacturing and marketing of
the product would turn on the device classifica-
tion under which the product falls: Class | — low
risk; Class Il — moderate risk; Class Ill — high
risk. If a product meets the FDCA definition of a
“device”, but no FDA device classification exists
under which the product would fall (or the prod-
uct potentially falls under an existing Class Il
classification but no suitable legally marketed
predicate exists to which the manufacturer could
demonstrate substantial equivalence for purpos-
es of a Section 510(k) pre-market notification),
the product would by default be considered a
Class lll device, subject to approval through a
pre-market approval (PMA). This can occur, for
example, when a product is a novel device (eg,
certain software-based technologies). The FDA’s
de novo classification process can potentially be
used to down-classify devices in this category
to either Class Il or Class |, depending on risks
posed by use of the device. For example, Natu-
ral Cycles®, the first pregnancy contraception
mobile medical application to receive FDA mar-
keting authorisation, was reviewed and classi-
fied through the de novo process.

If a proposed product has device functions as
well as non-device (eg, exempt) software func-
tions, the FDA may assess the impact that
the software non-device function has on the
device function when assessing the safety and
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effectiveness of the device function as further
detailed in FDA guidance on multiple function
devices. In addition, as it relates to certain diag-
nostic femtech products, also relevant is the
FDA's enforcement discretion policy for certain
types of in vitro diagnostic devices referred to as
laboratory developed tests (LDTs).

In terms of advertising and promotion, for most
over-the-counter medical devices, the FDA and
FTC exercise joint regulatory authority over
product labelling and advertising. The FDA has
primary jurisdiction over labelling for all medical
devices and advertising for restricted devices
(typically Class lll), while FTC has primary juris-
diction over advertising of “unrestricted” medi-
cal devices (Class | and most Class Il devices).
The FDCA prohibits the distribution or receipt in
interstate commerce of a misbranded medical
device, which includes a device bearing false
or misleading labelling. Claims in device label-
ling, including product websites, that are outside
the scope of the devices’ cleared uses can mis-
brand, and even adulterate the device, another
prohibited act under the FDCA.

Similarly, FTC’s enabling statute, the Federal
Trade Commission Act, prohibits unfair or decep-
tive acts or practices in or affecting commerce
as well as the dissemination of any false adver-
tisement that is likely to induce the purchase of
medical devices. The FDA takes a broad view
of what types of materials are considered label-
ling, and, ultimately, promotion of these prod-
ucts on platforms such as websites and social
media may come within both agencies’ purview.
Additionally, advertising for products that are not
regulated as medical devices is subject to FTC’s
truth-in-advertising laws. Firms marketing these
products must take care to avoid expressly or
by implication suggesting they are intended for
use as medical devices, as this presents risk of
enforcement action and advertising challenges.

Both agencies are known to collaborate when
pursuing enforcement action, and issue joint
warning letters in cases where claims violate
the agencies’ enabling statutes and implement-
ing regulations. Furthermore, violations of FDA
and FTC requirements can also lead to follow-
on consumer, competitor or National Advertis-
ing Division of the Better Business Bureau (NAD)
challenges. Thus, a key aspect of compliance
and risk mitigation is ensuring that all product
advertising and promotion is truthful, non-mis-
leading and appropriately substantiated.

Digital health tools marketed in the femtech
and babytech sectors, including as medical
devices

An increasing number of femtech and babytech
products are regulated as medical devices, and
some companies marketing products that are
not regulated as such are eyeing medical device
applications as a way to expand their markets
and uses. Common themes underlying the intro-
duction of newer medical devices in the femtech
market are offering women more insights into
and control over their health. Babytech products
are also heavily information-driven, and aim to
give parents insights into infants’ patterns, vitals
and other wellness data. Femtech and babytech
products cover a broad variety of consumer
health and wellness interests, including fertility,
conception, contraception, and infant sleep and
monitoring, as discussed further below.

As noted, a number of femtech products concen-
trate on core areas of women'’s health — concep-
tion and contraception. For example, following
the trend of expanding direct-to-consumer diag-
nostic test options, Modern Fertility launched an
at-home fertility test system that culminates in
issuing an app-enabled fertility profile based on
the results of an at-home finger-prick blood test
or in-laboratory hormone testing. Women seek-
ing to become pregnant and non-hormonal con-
traception are also served by a growing market
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of app-enabled and wearable medical devices.
For example, Ava Sciences markets the Ava Fer-
tility Tracker, an over-the-counter, 510(k)-cleared
device comprised of a fertility tracking sensor
bracelet and accompanying app. Natural Cycles
offers a 510(k)-cleared (initially authorised under
a de novo) web and mobile-based application
that is intended for women 18 years and older
to monitor fertility, and can be used for prevent-
ing a pregnancy (contraception) or planning a
pregnancy (conception). The app monitors a
woman’s menstrual cycle by using information
entered by the user — daily temperature meas-
urements — and then a proprietary algorithm
evaluates the data and provides the user’s fer-
tility status.

In the babytech space, infant sleep and monitor-
ing products are a key focus, and companies are
starting to consider subjecting their products to
FDA regulation as medical devices, which could
expand permitted uses, claims, and open up new
customer markets. Happiest Baby®, for exam-
ple, presently markets an app-enabled bassi-
net (cradle) called the SNOO Smart Sleeper®
that bears claims of adding an additional one to
two hours of sleep per night, preventing rolling,
and giving piece of mind to parents by secur-
ing their baby safely on the back. For now, the
product is not regulated as a medical device and
does not bear SIDS-prevention claims, but that
could change. In February 2020, the company
announced that the SNOO® Smart Sleeper was
accepted into the FDA’s Breakthrough Device
Program as a potential candidate for preventing
or reducing SIDS.

Another veteran of the infant-care ecosystem
marketplace, Owlet Baby Care, also recently
announced intention to seek FDA clearance for
new and existing products in its infant ecosys-
tem portfolio (eg, the Smart Sock product that
tracks a baby’s heart rate, oxygen levels and
sleep trends using pulse oximetry technology).
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The company’s February 2021 Investor Presen-
tation acknowledged that FDA authorisation for
its products could allow for expanded claims,
new markets and possibly telehealth opportuni-
ties.

Advertising and promotion enforcement and
challenges

Regardless of whether the product at issue is an
FDA-regulated medical device, regulatory agen-
cies, the NAD, competitors and consumers pay
close attention to product claims in the femtech
and babytech space. Recent enforcement action
and challenges reflect the heightened scrutiny
applied to these products and are illustrative of
the risks that marketers of these types of prod-
ucts face.

With respect to infant products, the FDA has
historically scrutinised product marketing that
expressly or by implication claims to prevent
SIDS and has broadly notified industry of its
stance that marketing a baby product with
claims to cure, treat or prevent SIDS subjects
it to regulation as a medical device. In addition
to a 2010 warning letter to a firm marketing a
510(k)-cleared infant sleep mattress with SIDS-
prevention claims — for which the product was
not cleared - in 2011, the FDA sent letters to
companies regarding SIDS-prevention claims for
baby products. This letter cautioned that label-
ling, packaging or advertising containing claims
to prevent or reduce the risk of SIDS violates the
FD&C Act, a message echoed on FDA webpages
centred on baby products with SIDS-prevention
claims. Companies marketing infant sleep and
monitoring products have to tread carefully in
this area and refrain from suggesting or stating
that their products can prevent or reduce the risk
of SIDS, unless the FDA specifically approves or
clears the products for that purpose.

More recently, the FDA’s and FTC’s enforce-
ment priorities in the women'’s health space have
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focused on therapeutic (drug) claims for prod-
ucts that are marketed as dietary supplements.
On 20 May 2021, the FDA and the FTC jointly
issued warning letters to five companies that
were illegally selling dietary supplements claim-
ing to cure, treat, mitigate or prevent infertility
and other reproductive health conditions (eg,
restoring fertility, replacing conventional fertil-
ity treatments, touting pregnancy within several
months after using the supplement). Although
targeted at marketers of purported dietary sup-
plements, such regulatory enforcement attention
on therapeutic claims creates risk for diagnostic
or wellness products that recommend supple-
ments or other interventions.

Aside from regulatory action, companies mar-
keting femtech and babytech products also face
the risk of challenge by or before the NAD and
piggy-back or parallel consumer litigation arising
out of allegedly false or misleading claims.

In 2019, Owlet both faced a challenge to
advertising claims for its Smart Sock® moni-
tor brought by the NAD as part of its ongoing
monitoring programme, as well as consumer liti-
gation alleging unlawful, false, misleading and
deceptive marketing and advertising practices in
connection with the sale of the Smart Sock. The
NAD evaluated whether Owlet accurately com-
municated to consumers the nature of the prod-
uct as an information-gathering device, “without
overstating the extent to which the Owlet can
actually prevent adverse medical events”; see
Owlet Baby Care, Inc., Smart Sock Baby Moni-
tor, NAD Case No 6282 (4 June 2019).

At issue were claims that the product would
reassure parents that their baby is okay and
provide notifications if his or her heart rate and
oxygen levels leave pre-set zones, testimonials
that the product gives parents peace of mind,
and the content and placement of a disclosure
communicating that the Smart Sock is not an

FDA-approved medical device nor is it intended
to diagnose, cure, treat, alleviate or prevent dis-
ease.

The NAD concluded that the Smart Sock adver-
tising “reasonably conveyed” that it could pre-
vent SIDS and save lives, which was unsup-
ported by the available evidence. The NAD thus
recommended that Owlet limit the scope of its
advertising claims by using a clear and con-
spicuous disclosure highlighting the product’s
information-gathering function, and explicitly
stating that the product does not prevent SIDS
nor replace a medical monitor.

In the Owlet consumer litigation, plaintiffs alleged
that the Smart Sock was defective — giving false
alarms that cause parents to think their baby is
ill, while also failing to detect abnormal oxygen
levels and heart rates — allegedly the “exact pur-
pose” for which the product was designed and
advertised; see Ruiz and Marisela v Owlet Baby
Care, Inc., Case No 2:19-cv-00252-HCN-DBP
(D. Ut. 2019). Plaintiffs alleged that this mate-
rial information was not disclosed to consumers
before sale, the company actively concealed its
knowledge of these defects, and that the com-
pany failed to disclose that the product can burn
babies’ feet, even when used as instructed. In
June 2020, the court ruled on the defendant’s
motion to dismiss and gave plaintiffs leave to
amend their complaint. Plaintiffs sought leave
to file an amended complaint on 1 July 2020.
Subsequently, on 3 August 2021, the court
denied plaintiffs’ motion for leave to file the pro-
posed amended complaint and dismissed the
case, having found that the amended complaint
asserted essentially the same claims asserted
in the previous complaint and dismissed by the
court.

Ava Science, Inc. also faced a challenge regard-
ing claims for its Ava Ovulation Bracelet arising

out of NAD’s routine monitoring programme. The
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NAD focused on whether a “one-year guarantee
of pregnancy” claim that hyperlinked to a mon-
ey-back guarantee, and a social media post that
displayed a picture of a pregnant woman next to
“one year pregnancy guarantee” in a circle com-
municated a money-back guarantee message
or a product performance claim (guaranteeing
pregnancy); see Ava Science, Inc., Ava Ovulation
Bracelet, NAD Case No 6348 (6 February 2020).

The NAD concluded that the pregnancy guaran-
tee claim was tied to the “performance result”
(pregnancy) rather than the refund which may
be issued if the product does not perform as
claimed, and recommended modifications to the
claim and hyperlink. After Ava Science failed to
confirm it would comply with NAD’s recommen-
dations, the NAD referred the matter to the FTC
in March 2020. The FTC decided not to take
additional action but reserved the right to take
further action as the public interest demands.
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Conclusion

Companies entering the market for digital
health tools, especially femtech and babytech
products, face a number of important consid-
erations. These include whether the product is
subject to regulation as a medical device, and
whether to develop and position the product in
order to seek regulation and clearance through
the medical device pathway. Although medi-
cal device status carries particular regulatory
compliance burdens, it can allow companies to
lawfully promote their products for prevention,
treatment and management of key aspects of
consumers’ health.

As recent announcements of intention to seek
FDA clearance of babytech products not cur-
rently subject to regulation as a medical device
suggest, companies in this sector see FDA regu-
lation as a way to grow their markets. Overall, the
femtech and babytech sectors and related prod-
uct offerings are poised to continue expanding,
and will continue to push the agencies’ frame-
works for regulation and oversight.
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