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What are digital therapeutics?

4

Digital Health Digital Medicine Digital Therapeutic

Definition Technologies, platforms, and systems that engage 
consumers for lifestyle, wellness, and health-related 
purposes; capture, store or transmit health data; and/ 
or support life science and clinical operations

Evidence-based software and/or hardware products 
that measure and/or intervene in the service of 
human health

Products that deliver evidence-based therapeutic 
interventions to prevent, manage, or treat a medical 
disorder or disease

Clinical Evidence Not required Required Required

Regulatory 
oversight

Not a medical device
Often a consumer product

Oversight varies. 
Could be medical devices, or a tool to develop other 
drugs or devices

Reviewed by regulatory bodies regarding claims of 
safety, efficacy and intended use

Example categories • Lifestyle apps
• Fitness trackers
• Electronic health records
• E-prescribing
• Telehealth
• Length of stay monitoring tools

• Electronically measured patient reported 
outcomes

• Medication adherence tools
• Sensors that measure patient vital signs and 

physiological data
• Ingestible sensors

• Medical intervention to improve health and treat a 
disease

Digital 
Health

Digital 
Medicine

Digital 
Therapeutics

Recchia G. Acta Sci Med Sci. 2020;4:1-9.
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Numerous digital therapeutics have already arrived on the market

Many digital therapeutics are used to treat 
mental health conditions, substance abuse 
and pain, but also include treatments for 
heart failure and diabetes

5

Patel NA. NPJ digital medicine. 2020 Dec 11;3(1):1-5.
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Prior to COVID-19, digital health tools were already in use by a majority of European countries

“While some of the digital health 

tools used were novel (in particular 

contact-tracing apps), much of the 

underpinning technology that has 

been used during the pandemic 

already existed. At the system level, 

most actions to support the use of 

digital health tools during the 

pandemic have concerned the 

relaxation of limiting mechanisms, in 

particular the opening up of 

financing and reimbursement for 

these services where that was not 

already the case, and increased 

direct investment in digital health 

tools and the infrastructure to 

support them.”

6

European Observatory on Health Systems and Polices. Use of digital health tools in Europe: before, during and after COVID-19. Policy Brief 42. 15 September 2021. 

But what about digital therapeutics?
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DTx Regulatory Pathways

• IMDRF Software as a Medical Device 
framework

• United States – Food and Drug Administration
• 510(k) and De Novo pathways

• Pre-certification pilot

• Digital Health Center of Excellence

• Europe – CE Marking through qualified 
Notified Bodies
• In-country registration

• United Kingdom – UKCA Mark through MHRA

• South Korea – new regulatory pathway as of 
Fall 2020
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U.S. Medicare Benefit Categories

https://www.healthaffairs.org/do/10.1377/hblog20201021.783035/full/ 
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United Kingdom: NICE

https://www.nice.org.uk/corporate/ecd7/chapter/section-a-

evidence-for-effectiveness-standards#evidence-for-

effectiveness-tables
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Germany: BfArM

https://www.bfarm.de/EN/MedicalDevices/DiGA/_node.html

https://www.bfarm.de/EN/MedicalDevices/DiGA/_node.html
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South Korea Guidelines
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Banbury Forum Recommendations

1. Guided digital mental health intervention should be frontline 

interventions for depression, anxiety, and posttraumatic stress disorder 

2. Digital mental health interventions should be reimbursable 

3. An evidence standards framework should be created to support digital 

formularies and decision making



The Challenges with Reimbursement Today

• App reimbursement is highly 
variable today
• Some apps are reimbursed different 

ways when working with different 
payers

• Some apps use different CPT codes 
with different payers

• Prescription-based reimbursement 
is problematic, as social workers 
cannot prescribe

• Current CPT codes are ill-suited to 
handling reimbursements for many 
types of apps, as they are typically 
tied to provider time

Examples of app reimbursement strategies

From: Powell AC, Bowman MB, Harbin HT. Reimbursement of Apps for Mental Health: Current Practices and Potential Pathways. 2019.



How likely is it that this app will work for me? 

How likely is it that I will actually use this app?

What happens the data I enter into this app?

What do the professionals say?
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Payer 
Framework 
for 
Determining 
Value

Patient Access/ Experience

Total Cost of 
Care (Indirect & 
Direct) 

Clinical Outcomes 

Avoidable 
Expenditures 

Societal Benefits



There is currently  a mosaic of levels of possible evidence for 
digital therapies:

Clinical Quality of Care

Health Technology 
Assessments  (HTA)

ICER, Innovation & Value Initiative, etc.

Randomized 
Controlled Trials

Manufacturer’s Data

Meta-analysis



Finkelstein EA. Lancet Diabetes Endo. 2016. 

Randomized Controlled 
trial of physical activity 
tracker with and without 
incentives
• Importance of a randomized trial to 

evaluate digital therapies

• 1 year study

• Incentive & Post Incentive periods

• Physical activity & health outcomes

• Without an incentive, device use 
decreased from 90%  to 10% 

• No improvement in health outcomes 
(weight, blood pressure, etc.)



Healthcare utilization in opioid use disorder treated with a prescription 
digital therapeutic

• FDA approved PDA

• Retrospective ≥ 6 month pre/ post medical claims analysis

• Outcomes:  
• Emergency department visits

• Inpatient hospitalizations

• Total healthcare costs

Velez et al. Expert Rev Pharmacoeconomics  & outcomes research. 2021
Mavicich et al. Cur Med Res & Opinion. 2021



Panel Discussion
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