Standard-Essential Patent Licensing Comes to

Medtech

By Timothy D. Syrett and Annsley Merelle Ward

onnected technology products are a part of

daily life. Connectivity standards — such as
5G and Wi-Fi — provide a common language that
allows products from difterent manufacturers to
communicate with each other. But beyond the
mundane household tasks of your refrigerator alert-
ing your smartphone that you are out of milk, such
standards are increasingly being used to facilitate
medical care, including, for example, in wearable
or implanted devices that can report patient infor-
mation to healthcare providers in real time, tele-
health appointments with medical professionals, and
remote surgical proceedings. This network of medi-
cal devices, hardware, and software that are inter-
connected through the internet (often by way of
connectivity standards) is referred to as the Internet
of Medical Things (IoMT) — a subset of the Internet
of Things (IoT) to which your talking refrigerator
belongs.

The increasing use of connectivity standards in
the development of the IToMT promises to improve
the quality of health care. Patients, for example, can
benefit by having access to a wider array of caregiv-
ers when geography is not a limiting factor. Patient
outcomes can also improve when health data is
continuously monitored to aid in preventative care
and early diagnosis of medical problems, as well as
identifying a drug’s optimum dosing regimen for a
patient.

But for the potential benefits, adopting con-
nectivity standards in a new IoMT product is not
without risk to companies. As happened with
smartphones and more recently with the automo-
tive industry, the convergence of connectivity stan-
dards — particularly cellular — with new technology
can lead to conflict and litigation. Incumbent cellu-
lar companies and patent assertion entities holding
patents that are claimed to be “essential” to using
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industry standards can employ costly and disrup-
tive tactics in pursuing licensing royalties for their
patents. Understanding these dynamics is critical to
ensure important oM T products can be brought to
market, and importantly, stay on the market for the
benefit of patients.

This article provides background on patent issues
that arise with using connectivity standards, explores
the growth of using such standards in medical care,
and concludes with an overview of issues that those
in the medical industry should have in mind as they
begin to use standards.

STANDARD SETTING AND
STANDARD ESSENTIAL PATENTS

Industry standards are generally set through a pro-
cess in which members of a standard-setting orga-
nization (SSO) propose technology for inclusion in
the standard. Companies making proposals have often
sought patent protection covering the technology they
propose to be included in the standard. When tech-
nology is chosen for the standard, it becomes “essen-
tial” or necessary to using the standard. Accordingly,
patents covering standardized technology are referred
to as “standard essential patents” or SEPs.

Even if essential to using a standard, SEPs do
not necessarily cover important inventions. As the
U.S. Court of Appeals for the Federal Circuit has
observed, “[wlhen a technology is incorporated
into a standard, it is typically chosen from among
different options. Once incorporated and widely
adopted, that technology is not always used because
it is the best or the only option; it is used because
its use is necessary to comply with the standard.”!
But no matter their technological significance,
SEPs nonetheless gain importance by virtue of the
leverage the standard can confer on their owners.
Previously available alternative technologies are
eliminated through the process of standardization,
as users of a standard can only use the standardized
technology. Users of a standard then become depen-
dent on being able to practice SEPs. After patented
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technology 1s incorporated into a standard, “the
patent holder is in a position to ‘hold up’ industry
participants from implementing the standard.”? SEP
holders can exploit the substantial investments that
potential licensees have made in developing products
that use standards to obtain unreasonable licensing
terms. To thwart such conduct and seek to enhance
competition, many SSOs adopt intellectual property
rights policies under which a SEP holder volun-
tarily agrees to license its SEPs on “fair, reasonable,
and non-discriminatory” or FRAND terms and
conditions to licensees. Making this FRAND com-
mitment is the quid pro quo of being able to have
technology selected for inclusion in the standard, a
development that benefits licensors by dramatically
increasing their pool of potential licensees.?

Even with the existence of FRAND commit-
ments, though, there continues to be significant
SEP litigation about what constitutes FRAND
terms, with often starkly divergent views between
SEP holders and licensees. Moreover, despite mak-
ing commitments to license on FRAND terms,
some SEP holders seek to enjoin potential licensees
to increase their leverage in negotiations.

THE GROWTH OF MEDTECH AND
THE IoMT

As described above, there are myriad ways in
which the use of connectivity standards is increas-
ing in medical care. The COVID-19 pandemic both
highlighted the benefits and hastened the adop-
tion of increased connectivity in medical care. For
example, one study found that telehealth appoint-
ments jumped from 0.3% of medical contacts from
March to June in 2019 to 23.6% of contacts for the
same months in 2020.*

Already the market for connected medical
devices is huge and only expected to increase over
time. Estimates vary, but one assessment suggests the
[IoMT grew from $64.48 billion in 2023 to $79.64
billion in 2024, and is forecast to grow to $192.02
billion in 2028.5 Not surprisingly given the fig-
ures involved and the expected growth, there have
already been significant efforts in patenting focused
on connectivity standards and medtech. One analy-
sis found that patents declared as essential or poten-
tially essential to SSOs that described healthcare
applications increased tenfold from 2016 to 2021,
with a total of over 4,000 such declarations in 2021.°

CONVERGENCE CAUSES DISPUTES

The convergence of the medical industry with
connectivity standards — particularly cellular —is not
without risk for the medical industry. The conver-
gence of cellular technology with a new industry
has repeatedly led to disputes and extensive litiga-
tion because of conflict between competing busi-
ness practices.

The smartphone patent wars that occurred for
much of the 2010s arose because of the advent of
smartphones that used cellular technology in new
products. These disputes often pitted incumbent
cellular companies against new cellular entrants
with backgrounds in computing. The conflict cre-
ated by this convergence of industries was pro-
found. Incumbent cellular phone companies lost
sales to new entrants that used non-standardized
innovations in their products. Falling behind in
product sales, the incumbent cellular companies
looked to apply old patent licensing practices to
the new entrants that were met with significant
resistance. While charging a royalty rate for cellu-
lar SEPs based on the percentage of the price of a
“dumb” phone may have been sufficiently tied to
the value of cellular connectivity, smartphone sup-
pliers resisted a similar approach for more expensive
products with many innovations that were not cel-
lular dependent. And these tensions played out with
huge sums at stake as smartphone sales exploded,
leading to extensive litigation in courts around the
world.

More recently, as the use of cellular communi-
cations in cars has become widespread, this con-
vergence has again led to significant disputes. The
automotive industry has come into conflict with
many of the same incumbent cellular SEP licen-
sors over the amounts that they seek to charge for
their SEPs and their refusal to license the compo-
nent suppliers that provide the baseband chips that
provide cellular functionality to car manufacturers
rather than car manufacturers themselves. As with
the smartphone wars, these disputes have led to
significant litigation. Many of these disputes have
involved SEP holders seeking injunctions against
car manufacturers in Germany, where the courts
have taken a permissive approach to granting SEP
injunctions notwithstanding that FRAND com-
mitments should limit the availability of injunctive
relief.
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MEDTECH APPEARS POISED FOR
INCREASED LICENSING DISPUTES

The use of connectivity standards, such as cel-
lular and Wi-Fi, in medical devices appears poised
to create the same conflict as occurred with smart-
phones and in the automotive industry. As betore,
a new industry is adopting technology into con-
verged products and services, which will engender
disputes about the appropriate means to determine
FRAND royalties. In particular, just as with smart-
phones and cars, there will undoubtedly be fights
about how much value a cellular connection brings
to a given product and how much value is inde-
pendent of the ability to connect. Likewise, there
are bound to be disputes about whether component
suppliers — such as providers of baseband chips that
supply cellular functionality — should be licensed
or whether end product suppliers are appropriate
licensees.

One potential difference from the experi-
ence with smartphones and cars is that the [oMT
will involve not just large and established medi-
cal companies but also smaller and medium
enterprises (SMEs). Such SMEs may be less well
equipped to handle aggressive demands and strat-
egies of SEP licensors than larger players that have
greater resources to devote to understanding SEP
licensing and litigation. A study of SEP licensing
conducted for the European Commission high-
lights the challenges they face. As one example,
a supplier of medical devices that wanted to use
cellular connectivity for remote patient monitor-
ing needed certainty about the cost of cellular
SEP licenses to evaluate whether to use cellular
connectivity before making the lengthy and costly
investments in product development, performing
clinical trials, and obtaining regulatory approval.’
The company reported concerns about its abil-
ity to determine aggregate costs for cellular SEPs,
negotiate licenses for these patents, and also the
disruptive impact that an injunction could have
on its product launch.

PRACTICAL CONSIDERATIONS
FOR MEDTECH COMPANIES USING
STANDARDS

As medical technology companies begin using
connectivity standards, the following are some prac-
tical considerations about how they can prepare for
SEP disputes:

o Inventory Standards in Use in Current Products or
Services and Understand 1P Obligations or Benefits
From Suppliers. It pays to begin preparing early
for SEP assertions by understanding what stan-
dards are being used or will be used in future
products. Further, it is important to understand
the extent to which suppliers of components
that provide standardized functionality — e.g.,
cellular baseband chips — provide indemnifica-
tion rights or may pass through patent rights to
customers by virtue of license agreements with
SEP holders.

Push for Transparency in FRAND Terms to Overcome
Information Asymmetry. SEP holders can claim
that they have standard FRAND rates that they
charge all licensees. Litigation has revealed that is
often not the case, and there may be one royalty
rate charged to smaller, less sophisticated players
and lower rates charged to larger, more sophisti-
cated licensees.® SEP holders will also claim that
confidentiality obligations prevent them from
providing information about their license terms,
apart from describing their standard terms. It
is critical to push SEP holders to demonstrate
that the rates they are seeking are FRAND, both
by providing a cogent explanation for how the
rates are derived and comply with FRAND and
by offering tangible proof they are the prevail-
ing rates paid by similarly-situated licensees.
While confidentiality obligations may prevent
SEP holders from providing copies of licenses
to potential licensees, there can be creative ways
to use anonymized information to provide such
confirmation.

»  Understand the Impact of Negotiation Conduct on
Litigation. The SEP negotiation record and licens-
ing conduct is often crucial to establish a licens-
ee’s “willingness” to enter a FRAND license,
which some courts consider as a requirement for
potential licensees to defend against injunction
threats. Demonstrating proactive engagement
and responsiveness during negotiations, as well
as developing a justifiable and reasoned counter-
offer is key in this effort.

»  Keep Up With the Changing Global SEP Landscape.
As a corollary to the point above, it is important
to understand how different jurisdictions around
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the world are addressing SEP disputes to prop-
erly calibrate interactions during negotiations
— e.g., how different courts assess “willingness.”
Such an understanding is also critical to under-
stand the likely litigation strategy of SEP holders
and to determine a counterstrategy, which may
include proactive litigation or contributing your
own SEPs to the standardization process.

Recognize the Future Implications of Any License
Signed Today. Licensees must recognize that the
SEP licenses they enter into today can become
crucial evidence in future litigation to help courts
assess what is FRAND. Accordingly, licenses can-
not be viewed on a one-off basis and instead
must also be assessed for how the rate paid trans-
lates when viewed against all the potential SEPs
for a given standard.
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