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Throughout the slides you will see ‘TL;DR’. This is a 
common acronym for ‘Too Long; Didn’t Read.’

We are acknowledging how busy you are and that a 
small chunk of text is easier to digest than a large 

portion of text on a slide.

PRO TIP

The Playbook: Digital Healthcare Edition / Digital health solutions / DTx 

Source: FDA, DiMe-VHA The Playbook: Healthcare team analysis
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Source: DiMe-VHA The Playbook: Healthcare team analysis, https://dtxalliance.org/wp-content/uploads/2021/01/DTA_DTx-Definition-and-Core-Principles.pdf 
https://dtxalliance.org/understanding-dtx/product-library/ 

DTx are new care modularity 
tools that deliver care 
through high quality 
software programs

What is the difference between DTx vs PDT?

DTx are evidence-based therapeutic interventions that are driven by high 
quality software programs to prevent, manage, or treat a medical disorder 
or disease. 

PDTs are a subset of DTx. In the US, PDTs deliver similar to DTx and are: 
● authorized by the FDA (i.e., cleared or approved) with approved 

directions for use; 
● undergo rigorous evaluation for safety and effectiveness in clinical 

trials with clinically-meaningful results;
● prescribed and initiated by a licensed healthcare practitioner.

Deployed throughout the compendium of care delivery for a range 
of purposes including chronic disease management, mental health, 
addiction and sleep medicine, oncology, neurology, and more.  
Newer areas include ophthalmology and female health

TL;DR

Digital Therapeutics (DTx)

Lifestyle 
intervention 

Diagnostic and 
prevention 

Remote tracking 
and monitoring 

Disease 
management 

and treatment 
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production 

optimization

Clinical decision 
support 

Communication 
and engagement 

Applications 
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44Source: DiMe-VHA The Playbook: Healthcare team analysis, https://dtxalliance.org/wp-content/uploads/2021/01/DTA_DTx-Definition-and-Core-Principles.pdf 

Realizing the potential value of DTx and PDTs for 
evidence-based therapeutic interventions

Risk #6

Opportunities for digital to create value for participants, sites and sponsorsOpportunities to create value for patients, providers and healthcare systems

Produce novel medical 
intervention that is 
driven by software

Maximize patient engagement 
by engaging end users in 
product development and 
usability processes

Collect, analyze, and 
apply real world evidence 
and/or product 
performance data

Providing meaningful 
insights on personalized 
goals and outcomes to 
patients and providers

Provide convenience  
care outside doctors 
office, outside clinic 
hours, etc

Deliver high quality 
therapies to underserved 
populations

Providing therapies in 
various languages, such as 
English, Spanish, Arabic, 
German, and French
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55Source: DiMe-VHA The Playbook: Healthcare team analysis, https://www.statnews.com/2021/12/29/digital-therapeutics-pear-health-payers/ 

The missing pieces of the digital therapeutics that 
still needs to be addressed

ChallengeChallenge

Although the clinical safety profile of DTx to date is low risk, the surveillance of the clinical efficacy and safety of these new 
tools still need to be considered in real-world setting. Market access pathways and reimbursement are vital to the adoption and 
success of DTx in mainstream healthcare, yet these are still nascent. Better collaboration among digital innovators and payors, 
providers, and pharmaceutical is necessary to continue forward progress.  

Clarity on what quality, 
sufficient clinical evidence is 
and what’s needed to support 
clinical decision making

Challenges in pricing, regulations, 
and reimbursement prevents 
access to novel treatments

Low translatability of solutions 
from controlled to real world 
settings 

Risk #6

Challenge 

ChallengeChallenge 

High adoption barrier due to 
lack of implementation 
infrastructure

Lack of standardization of 
evidence for underlying 
therapeutic outcomes

Lack of skilled workforce to 
support initiation and 
deployment 

Challenge 
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66Source: DiMe-VHA The Playbook: Healthcare team analysis, 
https://dtxalliance.org/wp-content/uploads/2022/01/US-Regulatory-and-Reimbursement-Pathways.pdf 

Outlook on the DTx regulatory landscape in US 

● DTx are most commonly regulated under 
Software as a Medical Device (SaMD) 
framework, developed by the International 
Medical Device Regulators Forum (IMDRF). 
Learn more about SaMD:
○ SaMD Definitions
○ SaMD Framework for Risk 

Categorization
○ SaMD Application of quality system 

● DTx clearances are usually granted by the 
FDA Center for Devices and Radiological 
Health.

● In wake of Covid-19 we have seen FDA also 
allowing certain digital health products 
focused on psychiatric conditions to 
go-to-market temporarily.
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SPOTLIGHT

The opportunity: novel approaches for evidence generation to 
support broad acceptance of DTx 

Source: DiMe-VHA The Playbook: Healthcare team analysis, https://www.thelancet.com/action/showPdf?pii=S2589-7500%2821%2900292-2

The Playbook: Digital Healthcare Edition / Digital health solutions / DTx

The health innovation hub of German Ministry of Health 
(hih) and DiMe released global priorities highlighting global 
best practices and a roadmap for the continued 
methodological advancements necessary for the 
acceleration of DTx innovation.

In 2019, Germany’s DVG act created a regulatory and 
reimbursement pathway for various digital health 
applications including DTx in the German market. The 
"Fast-Track" pathway set the legal framework for doctors 
to prescribe certain categories of digital health applications 
(known by their German acronym, DiGA), while evidence 
demonstrating a positive healthcare effect is still being 
collected.

https://www.thelancet.com/action/showPdf?pii=S2589-7500%2821%2900292-2
https://docs.google.com/presentation/d/1FqKDTJZMg_mPxpjeYTEERmpwoTVzbuAi_wFyv4iSOTM/preview
https://www.thelancet.com/action/showPdf?pii=S2589-7500%2821%2900292-2


88Source: DiMe-VHA The Playbook: Healthcare team analysis, https://www.thelancet.com/action/showPdf?pii=S2589-7500%2821%2900292-2, German Digital 
Healthcare Act (Digitale–Versorgung–Gesetz or DVG)

Examples of regulated DTx in the German market

● Positive effects of care for DTx under the 
DiGA may be defined as either: 
1. A medical benefit (i.e., a therapeutic 

improvement by positively influencing 
patient-relevant endpoints such as 
quality of life, reduction in disease 
duration, improved survival), or 

2. Patient-relevant improvements in 
structure and process, such as 
adherence, better coordination of 
treatment processes, health literacy, 
patient safety, patient autonomy, etc.  

● Access the full DiGA directory here
● Information for DiGA users here
● Information for service providers here
● Information on the Fast Track application 

here
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● 89% Clinically significant symptom reduction
● 50% in remission at 6 months
● 41% decrease in suicidality
● 29% decrease in depression
● 77% increase in treatment adherence
● 91% satisfaction rate

The Result: 

9

Case study: Managing PTSD, panic disorder, and 
panic attack with digital therapeutics

Source: DiMe-VHA The Playbook: Healthcare team analysis, Ostacher, M.J., Fischer, E., Bowen, E.R., Lyu, J., Robbins, D.J., and Suppes, T. Journal of Applied 
Psychophysiology and Biofeedback, September 1, 2021, https://www.ptsd.va.gov/understand/common/common_veterans.asp 

In the US, 17.1 million people have frequent panic attacks and 
8.7 million people have PTSD (Post-traumatic stress disorder). 
PTSD is significantly higher in the Veteran population with as 
high as 30% of Veterans diagnosis of PTSD.

The Challenge:

Freespira® FDA-cleared DTX that normalizes exhaled CO2 and 
Respiratory Rates (RR) in a single 28-day at-home treatment. 
Guided, twice-daily (17-minute) treatments use a sensor 
sampling the patient’s exhaled air (measure CO2 levels & RR). 

These physiological markers are displayed in real-time on a 
tablet as visual feedback along with rising and falling audio 
tones to teach patients how to normalize respiration rate and 
expired CO2 levels.

The Approach: 
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Patient’s story with Freespira®
Click on the image below to launch
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LEARN FROM THE EXPERTS 

11Source: DiMe-VHA The Playbook: Healthcare team analysis, https://youtu.be/BU4y9ENxshI 

The Playbook: Digital Healthcare Edition / Digital health solutions / DTx   

Click on the image below to launch

https://youtu.be/BU4y9ENxshI
https://docs.google.com/presentation/d/1FqKDTJZMg_mPxpjeYTEERmpwoTVzbuAi_wFyv4iSOTM/preview
https://youtu.be/k9bFD-jdLUk

