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Housekeeping

• Today’s session is being recorded

Slides and recording will be available on DiMe’s webinar page after the 
session

• To ask a question during the webinar, please type your question into the chat box

• Transcription of the webinar is not permitted by participants; transcription tools 
will be removed

https://dimesociety.org/communication-education/dime-webinar-series/
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● Welcome and background

● Project resource overview

● Panel discussion: Impact of multi-market strategies on patient care and 
DHT commercial viability  

● Panel discussion: Pace of global regulatory changes and DHT clinical 
evidence requirements 

● Next steps

● Closing remarks 

Agenda
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DiMe convenes stakeholders to take action to 
fix the problems in our complex field



5

OUR MISSION: 
To advance the safe, 
effective, and equitable 
use of digital approaches 
to redefine healthcare 
and improve lives

OUR VISION: 
Better health powered 
by digital innovation



Source: International Regulatory Pathways

Project partners

Assess global patient access 
pathways across Asia Pacific, 
Europe, and North America 
to scale digital health 
technologies (DHT)

https://dimesociety.org/international-digital-health-regulatory-pathways/
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Existing reality: Uncertainty inhibits growth 

Inequitable access

While few pharmaceuticals 
take a single market 
approach, DHTs are 
encountering a more limited 
set of market opportunities.

DHT scalability and equitable 
patient access are therefore 
limited. 

Case by case 

When every decision maker 
determines what good looks 
like, there are vastly differing 
expectations for developers.

This lack of alignment 
hinders the adoption and 
scale of DHTs within and 
across jurisdictions. 

Market by market 

Multi-market approaches are 
critical to delivering DHTs to 
patients globally at scale. 

Yet, taking a country by 
country approach can be 
inefficient for developers and 
quickly drain resources. 



8

Aim: Enable greater DHT scalability and patient 
access 

Inform overall 
business strategy

● Developers must incorporate regulatory strategy into overall business 
strategy. This includes considering all steps and requirements for 
regulatory authorization, product assessment, pricing and reimbursement, 
and patient access in each target market. 

Equip to navigate 
evolving regulatory 
landscapes

● With new legislation and regulation being added monthly across global 
settings, developers require essential tools to compare and navigate the 
evolving, complex regulatory environments in key markets.  

Identify clinical 
evidence efficiencies

● By identifying efficiencies in clinical evidence requirements, developers can 
streamline their global go-to-market strategies and bring DHT products to 
market more quickly and efficiently.
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Research

Research and analysis of 
national pathways and clinical 
evidence requirements in eight 
global markets

KOL interviews and 
focus groups

Conducted interviews with key 
opinion leaders (KOLs) and 
subject matter experts (SMEs) 
in each jurisdiction 

Expert workshop

Convened regulators, regulatory 
experts, and DHT developers to 
clarify the transferability of 
clinical evidence across 
national jurisdictions

Synthesis and resource development



10Visit: International Regulatory Pathways

https://dimesociety.org/international-digital-health-regulatory-pathways/
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Resources launching today 

Nation-specific resources:

✓ National Companion 
Guide

✓ RegPath Flowchart
✓ Patient Access 

Snapshot
✓ Library of Digital 

Health Regulations

International Regulatory Pathways

Australia

Germany

China

Japan

France

England

South Korea

United States

Additional resources:

✓ npj Digital Medicine Comment: 
Core elements of national policy 
for digital health technology 
evidence and access  

✓ How-to Guide for DHT 
developers: Navigating emerging 
global AI/ML regulations

✓ Case studies: Big Health | 
Empatica | Huma | Luca 
Healthcare | Oviva | WELT

https://dimesociety.org/international-digital-health-regulatory-pathways/
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National policy “full-stack”

Components of a national policy “full-stack”:  

Source: Nature 

https://www.nature.com/articles/s41746-024-01209-2
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National Companion Guides

Source: Germany National Companion Guide

https://dimesociety.org/international-digital-health-regulatory-pathways/germany/


Regulatory & product assessment pathways 

Snapshots offer insights into potential patient access and 
product scalability pathways for DHTs.

Flowcharts guide developers through 
key steps in national DHT patient 
access pathways.

Source: Germany National Companion Guide

https://dimesociety.org/international-digital-health-regulatory-pathways/germany/
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Navigating emerging global AI regulations: 
How-to guide for DHT developers

Source: AI How-to Guide

https://dimesociety.org/resources/navigating-emerging-global-ai-regulations-how-to-guide-for-dht-developers/
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Case studies: See how others have done it

 

   

 

   

 

   

 

Cross-jurisdictional 
recognition

Utilizing US Data in 
Europe

Clinical evidence 
transferability

Explore real-world examples of companies successfully navigating regulatory landscapes, 
offering insights into market entry strategies and effective evidence generation.

Conducting clinical 
trials in China

Leveraging UK data 
in Germany

Navigating clinical 
trial comparators
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Library of Digital Health Regulations

Publication topics include, but are not 
limited to: 

• Regulations
• AI/ML
• Cybersecurity
• Interoperability
• Labeling
• Patient safety

Jurisdictions currently include:

Australia | China | England | European 
Union (EU) | France | Germany | Japan | 
South Korea | United States (US)

Source: Library of Digital Health Regulations 

https://dimesociety.org/resources/library-of-digital-health-regulations/
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Dynamic ecosystem necessitates ongoing 
community engagement  

DiMe invites insights on: 

• Novel or updated 
national pathways

• Revised regulations or 
guidances

• New DHT developments 
within any country



Scaling Digital Health 
Globally: Navigating 
National Pathways for 
Patient Access
Panel discussion: Impact of multi-market strategies 
on patient care and DHT commercial viability

Brian Flatley
VP Consulting Services
S3 Connected Health

Shani Frenkel
Regulatory Affairs
Google Health

Marisa Kaup
Taskforce Lead for European & 
International Topics
Spitzenverband Digitale 
Gesundheitsversorgung

Moderator:
Lacey McBride
Project Management Lead
Digital Medicine Society (DiMe)



Scaling Digital Health 
Globally: Navigating 
National Pathways for 
Patient Access
Panel discussion: Pace of global regulatory 
changes and DHT clinical evidence requirements

Miguel Amador
Partner and Chief Innovation 
Officer 
Complear

Jeroen Bergmann
Professor, Head of Dept of 
Technology and Innovation 
University of Southern 
Denmark / University of Oxford

Francesco Petracca
Research Assistant at CeRGAS 
Bocconi
Università Bocconi

Moderator:
Megan Coder
VP Product & Policy
Digital Medicine Society (DiMe)
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Drive increasing globalization and impact of DHTs
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New resources launch on December 10!

Visit the project page

Free DiMe webinar 
Tuesday 
December 10
11 a.m. ET 
Scan to register

Join us to learn more about the 
framework and simulation toolkit 
and how they can support your 
work in validating and developing 
novel digital clinical measures. 

https://datacc.dimesociety.org/validating-novel-digital-clinical-measures/
https://datacc.dimesociety.org/validating-novel-digital-clinical-measures/
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Join us for our upcoming Scaling Digital Health 
project to support the continued development, 
adoption, and scale of digital health capabilities 
within pharmaceutical and biotech organizations

Visit the project page

https://dimesociety.org/scaling-digital-health/
https://dimesociety.org/scaling-digital-health/
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Together, we can advance our 
ecosystem to a point where digital 
innovations are synonymous with 
quality and trustworthiness, 
delivering on their promise to 
patients and providers.

Differentiate 
your products 
with the 
DiMe Seal

Start the DiMe Seal process today!

Scan to visit 
dimesociety.org/ 
dime-seal for 
more details.

The DiMe Seal 

http://dimesociety.org/dime-seal
http://dimesociety.org/dime-seal
http://dimesociety.org/dime-seal


Scaling Digital Health 
Globally: Navigating National 
Pathways for Patient Access

Closing remarks

19 Nov 2024 | Virtual

Jennifer Goldsack
Chief Executive Officer
Digital Medicine Society 
(DiMe)
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