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Understanding the Hype
Around Digital Therapeutics
PA RT I .
Welcome to the hype curve of digital therapeutics! By now it’s clear that digital therapeutics (DTx)
have become a thing. The latest thing, in fact. And when things become a thing, especially when they
are unknown or yet unproven, people start to scramble to make sense of it.
For those of us with early adopter tendencies, the attitude towards an idea like DTx is “Of course
it’s the answer! Now what was the question?” For those of us more skeptical of the hype, the attitude
towards DTx is more cautious, even dubious. “Where is the evidence? Is it safe? How do you create,
validate, market or even make money from them?”
As is the case with many emerging technologies, we’re now in the early stages of defining
consensus and understanding around what DTx are and how they work. The Alliance for Digital
Therapeutics is working to establish these standards, defining DTx as “evidence-based therapeutic
interventions to patients that are driven by high quality software programs to prevent, manage, or
treat a medical disorder or disease.” However, this definition casts a wide net, which can make it
difficult for established pharmaceutical companies to understand where and how to get the most
value out of early investments.
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From Therapies to
Care Solutions
PA RT I I .
In order to cut through the hype and truly understand where the opportunities in DTx lie, it’s important
to look to early examples that are proving real value in the market. Like many new technologies before it,
DTx are gaining more traction by startups than established pharmaceutical companies. We believe what
is at the heart of this phenomenon is a classic reframing of the opportunity in the market. Startups are
seeing something that big Pharma isn’t. Companies like Omada Health, Pear Therapeutics, Amicomed,
and WellDoc’s Bluestar are all considered to be part of the emerging DTx space. These companies
are using digital platforms and data to empower patients and providers alike with the tools to manage
complicated health and care ecosystems—not just the drugs or therapies alone. By using digital
platforms and data, these companies can provide comprehensive and sustainable care solutions for
problems like preventing the onset of Type II diabetes, improving access and the quality of behavioral
healthcare, and teaching skill-building for chronic condition management.
The key difference in how startups have approached this new technology as opposed to Pharmas,
is that they are shifting the focus from discrete therapies to complete care solutions. It is not that
Pharmas don’t see these problems in the context of treating chronic illness, it’s just that they are not
wired to address them. Their model of developing, marketing and distributing ‘therapies’ that are
administered to the body to treat diseases and conditions (the only model they have ever known) is
the same lens through which they are viewing DTx. Right now, there is an industry-wide myopia when
it comes to DTx, which is compounded by the inefficiencies of the healthcare system and the struggles
patients face with behavior change. In this current landscape, digitally savvy startups are taking the
opportunity to not just re-write the rules of therapy, but of care itself.
For Pharmas to realize the full potential digital therapeutics, they need to take a much more comprehensive view of conditions and problems that HCPs and people suffering from disease and chronic
conditions face. Like the startups that are leading the way, they must reframe their value proposition
and capitalize on opportunities where they do not just sell digital therapies, but sell digitally-enabled
care solutions that address the real-world problems people face when managing, caring for and
treating diseases and chronic conditions.
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Digital Solutions for
Real-World Outcomes
PA RT I I I .
Reframing an industry’s value proposition is an exercise in shifting its mindset. The current Pharma
mindset is that “therapies” are drugs that treat conditions present in the body, and clinicians decide
which therapies to prescribe as part of a care plan for their patients. Pharma is concerned with
the real-world context only in terms of adherence. If people don’t take their medication as prescribed
(for whatever reason), Pharma doesn’t make money. There is certainly nothing wrong with this
model—it has served Pharma well for half a century. But the mindset that has helped startups
make in-roads in the DTx market is quite different.
For Pear Therapeutics, makers of reSET®, an app that has been FDA-approved to help people manage
addiction, they’re dealing with real-world factors, which include limited accessibility to the behavioral
healthcare system, lack of meaningful data for providers and the ever present, 24/7 risk of relapse
by patients.1 reSET® leverages clinically proven Cognitive Behavioral Therapy (CBT) to help people
develop the skills to change negative thinking patterns so they can identify and avoid triggers for relapse.
The tool is used to complement, not replace, out-patient therapy. It provides the HCP with a continual
stream of data on patterns of use and abstinence in between visits, so they can better care for their
patients.
reSET® is considered a DTx, however it is not a stand-alone therapy. Rather, it “works with face-to-face
therapy to treat Substance Use Disorder,” addressing the present challenges those struggling with
addiction face, including 24/7 access to care.2
Omada Health is the maker of a digital health program that prevents people at risk for diabetes from
becoming a Type II diabetic. They, too, start with patients’ everyday challenges as their context. Research
shows that even small gains in weight can dramatically increase the potential for developing Type
II diabetes. The challenge for most patients is that it’s hard to manage weight on top of day-to-day
stresses. These patients then struggle with lack of motivation, time pressures, access to quality food,
and adequate knowledge of how to lose weight, or maintain a healthy weight level.
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Omada’s product is geared towards employers with large populations of at-risk employees. Omada
says, “We’ll keep their weight down and prevent the onset of Diabetes, and you pay us for every
pound your employees lose.” So how does it actually work? People on the program receive an
internet-ready scale that captures daily weight data. They provide additional data about themselves
through initial on-boarding and daily prompts. They are matched with a coach and connected to a
larger community of people who provide encouragement and personalized feedback to help them
acquire the awareness and skills for healthy habits including diet, exercise, sleep and stress.
So far, the company has seen proven weight loss outcomes for at-risk populations with three major
chronic diseases: 30 percent reduction for Type II Diabetes, 16 percent for stroke, and 13 percent
for heart disease.3
While Omada’s product is considered a DTx, it really isn’t a therapy at all—it’s a solution that helps
people prevent the onset of diabetes through behavior change by using digital technology and data
analysis to enable coaching, education and community connection.
Similarly, the start-up Amicomed created a DTx based on clinical evidence that shows how precisely
targeted lifestyle interventions based upon trends and fluctuations in blood pressure throughout the
day can lead to significantly lower blood pressure. Amicomed’s solution uses BP data captured at
several points throughout the day (either through a monitor or via manual entry) to provide people with
high blood pressure extremely precise food consumption recommendations (i.e., the actual type and
amount of food to eat and when) and exercise activities (e.g., specific time and effort). The precision
of these interventions, often in real time, drives behavior change, deepens condition awareness and
understanding, and enables HCPs to tailor care plans based on data in between office visits.
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A New Lens for Finding
Opportunity
PA RT I V.
So how can Pharma better see what these startups see? How can they make sense of the real
world beyond the delivery of conventional drug therapy, and appreciate the complexity and messiness of the real lives of people and the healthcare system?
Omada and Pear recognize that behavior change is critical for anyone who finds themselves living
a “new normal” due to the diagnosis, or awareness of high risk, of a disease or condition. But more
importantly, they really understand how difficult behavior change is for people. It isn’t just about
remembering to take medication. It requires new knowledge, new skills and new habits. Being diagnosed
with a disease or a condition is like suddenly starting a new job in a field you know almost nothing about.
Beyond our own struggles to motivate ourselves to adopt new behaviors, there are also the things
outside of our control like social determinants of health. These are factors that impact the quality of our
health, our access to healthcare and our ability to change our behaviors.
Because behavior change is essential, startups turn to behavioral science for insight. And because
social determinants are powerful forces, they also turn to social science. In contrast, Pharma relies
exclusively on the sciences of chemistry and biology. They key for Pharma is to embrace behavioral
science and social science along with their strengths in chemistry and biology. This will help them
build on their understanding of the body, and expand that understanding to the person whom that
body belongs, and the social constructs that influence their health.
There are many frameworks and mental models that attempt to help people make sense of the
messiness that occurs when trying to live their lives and manage their health. Through our experiences
at frog designing patient and provider experiences, we have found that a well-established model
for behavior change, the COM-B behavioral model, offers the most useful framework for helping
Pharmas adopt a real-world mindset and help shift their value propositions from therapies to solutions.
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The model was originally created by Susan Michie, Lou Atkins and Robert West to improve the
implementation of evidence-based practice for public health. COM-B stands for capability, opportunity, motivation, leading to behavior change. The model “recognizes that behavior is part of an
interacting system involving all these components.”4

• Motivation: Motivation is defined as the brain processes that energize
and direct the prioritization of goals and action. For our purposes,
motivation can be understood as the range of desire of any individual
with a ‘therapy’ need to take an interest in, and engage with their health.
• Capability: Capability is defined as the range of an individual's intellectual, psychological and physical capacity to engage in the activities
required for behavior change.
• Opportunity: Opportunity is defined as all the factors that lie outside the
individual that make behavior change possible. The Social Determinants
of Health (SDoH) provide a comprehensive description of the external
factors that have the most profound impact on our ability to selfdetermine our health.

The COM-B model is effective because it is comprehensive. It is a behavioral change model that
addresses the challenges people have with behavior change that are both within and outside of
their control, making it a useful, if not perfect, model for identifying opportunities in the real world
outside of the traditional Pharma mindset. However, the really big idea here is that this model is
not only useful in thinking about how to create value through DTx, but it can be employed to
re-think the entire healthcare system.
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DTx as Gateway to Broader
Opportunities in Care
PA RT V.
We are still high on the hype curve of DTx, which means it probably isn’t going away anytime soon.
And perhaps that is okay. As a term, it has utility. It has a definition that is largely understood and has
been adopted by pharmaceutical companies, regulatory agencies and even an industry group (The
Digital Therapeutics Alliance). And in many ways, DTx are just like traditional drug therapies. They
have to be conceived of and developed, their safety and efficacy tested, and show evidence of their
claims for regulatory approval. Even monetization is largely similar. Insurance companies are
always keen to reimburse for low cost interventions, backed by clinical evidence, that reduce the
risks of developing severe chronic diseases and keep folks out of the hospital, rather than pay for
expensive and often ineffective drugs and hospitalizations.
But it is important that the term DTx not limit the discussion, or the imagination, to the best practices
of UX design, the capabilities of technology and data, or the process of software design and development. Pharmas should see investment in DTx as a way to the broader opportunities, outside of
conventional drug therapies, which address behavioral change and social determinants head on and
provide solutions that deliver real-world outcomes. If anything, DTx brings the discussion back
to “care.” Because, isn’t that what all of healthcare should do?
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