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Agenda

11:00-11:05 Welcomeand introduction - Carola Schulz (empirica)

11:05-11:25 Evaluating and Certifying Products for Empowerment: Progress and Insights to date - Liz Ashall-Payne ( ORCHA)

11:25-11:45 Feedback from App Manufactures on certificationscheme testing - Menno Kok (EIT Health Belgium & Netherlands)

11:45-12:05 Preferencesand willingness to pay for health app assessments among healthcare stakeholders - Dr Anna Frey (ORCHA)

12:05-12:25 Market Access Pathways for Digital Health Solutions - Philipp Goedecker (COCIR)

12:25-12:30 Additional Q&A, closure
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Webinar Housekeeping

Participants are muted by default. During the interactive parts of the webinar, organisers can unmute participants who wish to comment.

This is a recorded webinar. The recording will be published on the Label2Enable website.

Participants have two two ways of interaction: by clicking on „raise hand“ and waiting for the organisers to call on them, or by submitting 
a comment/question via the chat.

The recording and slide deck will be made available to participants after the event, via a follow-up email.

Parts of the webinar require use of an interactive tool called Mentimeter. Be prepared to be given a URL to participate via the tool. 
Preferably use a second device (mobile phone).
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Webinar Panelists

Liz Ashall-Payne

Founding CEO

ORCHA

Menno Kok

Managing Director

EIT Health 

Belgium & Netherlands

Dr Anna Frey

Research Associate

ORCHA

Philipp Goedecker

Digital Health Senior Manager

COCIR 
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Evaluating and Certifying Products for Empowerment: Progress and 

Insights to date

Liz Ashall-Payne

Founding CEO -  ORCHA
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Evaluating and Certifying 

Products for Empowerment: 

Progress and Insights to date

Liz Ashall-Payne and Menno Kok
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What is Label2Enable
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What are the different work 

packages
WP1 - Coordination of the project WP5 - Health Care professionals

WP2 - Validation WP6 - Promotion

WP3 - Certification WP7 - Health care system and authorities

WP4 -Patients, citizens and carers WP 8 - Research and innovation
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Work package 3
The objective of the WP3 is to enable health systems and citizens to benefit from the 

supply and use of health apps facilitated by common pan-European principles for 

CERTIFICATION

05 Oct 2023 Evaluating and Certifying Products for Empowerment: Progress and Insights to date 9
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WP3.1 Overview

▪ Objective - Test the certification scheme with 24 apps in a group 
of 5 app checkers, that enables assurance the certification 
scheme results in useful efficient consistent app assessments, 
contributes to an implementation plan, and prevents duplication 
of work of notified bodies if the app is a medical device.

1005 Oct 2023 Evaluating and Certifying Products for Empowerment: Progress and Insights to date
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App Selection

▪ Suggested by WP3 Members

▪ Suggested by Assessment 
Organisations

▪ Self-recommended

1105 Oct 2023 Evaluating and Certifying Products for Empowerment: Progress and Insights to date
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App Selection

▪ Condition Areas
▪ Over 15 conditions covered

▪ Country of origin
▪ Over 11 countries 

▪ Complexity
▪ From simple self-management 
▪ To digital therapeutics

1205 Oct 2023 Evaluating and Certifying Products for Empowerment: Progress and Insights to date
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Timeline

1305 Oct 2023 Evaluating and Certifying Products for Empowerment: Progress and Insights to date

Round 1

3 apps have 
undergone 

assessment.

Round 2

7 Apps undergone
Assessment. Round 3

Assessments currently 
in progress, 3 more 

apps to be identified 
for this round
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Testing

Invitation

Application

Assessment

Feedback

Improvement
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Findings

1505 Oct 2023 Work Package 3 Certification Update

▪ Initial Trends

▪ Inter-rater reliability

▪ Efficiency

▪ Self-explanatory
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Feedback from App Manufactures on certification scheme testing

Menno Kok

EIT Health Belgium & Netherlands -  EIT Health Belgium & Netherlands
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Adopting CEN-ISO/TS 82304-2 and a trusted EU mHealth label for a single market that enables patients, citizens, health professionals,

systems and authorities to benefit from a healthy supply of useful apps.

Reflections from companies
Outcomes of feedback interviews with seventeen app producers  WP 3.2      

Menno Kok   Consortium meeting 05-10-2023 
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The App manufacturers (N=17): who are they?

They… 

- are spread over Europe, some already conduct business in 2-3 continents;

- cover a variety of areas, from wellness to health care;

- are limited companies (15/17), a foundation and a corporate;

- are very positive about their own business (14/17) or positive (3/17);

- are ambitious and motivated to participate in the Label2Enable project;

- would enter the project again, if invited today;

- are ready to support the project further!

05/10/2023 Reflections from companies 18
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The young App manufacturer (N=15): concerns

05/10/2023 Reflections from companies 19

The Team

Cash flow

Business model

UX  Impact 

Market entry

scaling

Technology
• Competitors

• Payers

• App stores

• Users

• Health care providers
• Consultants, mentors

• Investors

• Regulators
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The young App manufacturer: reality shock
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The Team

Cash flow

Business 

modelUX  

Technology

Quality & Regulation >    Market entry & Scaling
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Feedback on questionnaire 1.: procedure

▪ Companies were interviewed (20-75 minutes, on-line) after they had submitted  
evidence for the App-assessment (before receiving assessment outcomes).

▪ Representatives of the companies answered 10 open questions regarding the 
time and effort they invested in providing evidence and filling in the 
questionnaire; their appreciation of the questionnaire (clear, confusing, 
difficult...) and of the process and app producers were encouraged to share 
additional suggestions for improvement and remarks. 

▪ The company input is used to optimize the assessment process.
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Feedback on questionnaire 2.: results

▪ Submitting evidence was team-work for the large majority of the companies. They would appreciate 
indications of the type of expertise that would be required for specific questions. 

▪ The time invested in completing the questionnaire varied considerably (between 5 and 160 hours).

▪ Despite the variable levels of difficulty experienced by the 17 companies, all manufacturers
remained committed to the Label and are looking forward to receive feedback from the assessors.

▪ No large unclarities were observed in the questionnaire. 

▪ Suggestions for improvement that were recorded quite often included: additional explanations (or a 
mock-up of a completed file) to ease the process; use of an electronic form on-line instead of a 
spread-sheet.

▪ Some companies suggested two parallel paths for health Apps and wellness apps respectively.

▪ Interestingly, many companies would like to look for approaches that would more strongly integrate 
the assessment procedure into their critical path.   

▪ Most companies recognize the relevance of the label (16/17) for their credibility with stakeholders 
(end-users, medical specialist etc.), all recognize it as a means to establish quality and trust (17/17).
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Feedback on questionnaire 3.: specific inputs

▪ Missing: Cybersecurity issues merit even more attention in the assessment process; in addition to
the expertise vested in the company team, the user appreciation provides insigth into the quality of 
the app; “our app is strongly embedded in the regional healthcare system, which provides extra 
quality assurances”. 

▪ Harmonization: there is a great need for harmonization of procedures in Europe;

▪ Critical path: The questionnaire triggered internal discussions about the deveopment of the app: 
how can the assessment process be alighned with the app development process so as to derive 
more value from the assesment process for the company?

▪ Re-use: There is overlap between assessment procedures, “can you develop a higher level 
structure of the questionnaire that would help us (App producers) to interlink various procedures?”

▪ Level of detail: companies feel uneasy about questions that “do not apply” or seem to require 
extensive explanations. This may be solved by indicating the extend of detail requested and/or word 
count

▪ Relevance: The assesment procedure stimulates further harmonisation of standards in Europe, 
which is vital for the dHealth (sub-)sector.
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Feedback on questionnaire 4.: more specific inputs

▪ Make the questionnaire easier to use: Indicate level of detail expected; allow extra tekst elements
to explain the context of the answer; oral introduction to the questionnaire; example-responses.

▪ Learning experience: Assessors to provide critical comments to individial questions; improve
overlap with other assessment procedures; manufacturers can use the questionnaire to critically
look at their own development process (identify caveates).

▪ Assessment outcome: Allow repair of insufficient answers or evidence; reveal how the label is 
calibrated.

▪ Repeated assessment: Companies agree that this would be required regularly (up to 2-3 times per 
year) with any major update of the app. Could we design a methodology for updates, that would only
re-assess the relevant changes in the app? 

▪ Relevance 2: 16 out of 17 app manufacturers tell us that “carrying the label (with a good score) 
would be great for awareness, visibility, trust and market access”

05/10/2023 Reflections from Companies 24
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Preferences and willingness to pay for health app assessments among 

healthcare stakeholders

Dr Anna Frey

ORCHA - Research Associate

This presentation will

not be recorded
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Market Access Pathways for Digital Health Solutions

Philipp Goedecker

COCIR - Digital Health Senior Manager
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Agenda

• Introduction COCIR

• COCIR Living Repository

• Digital Health Solutions: Framework

• Scope of Digital Health Solutions

• Digital Health Solutions and placement Requirements

• Digital Health Solutions and Security 

• Digital Health Solutions and Health Technology Assessment

• Evaluation of Evidence 

• Economic Evaluation 

• Country Report: Spain

http://www.cocir.org/
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Introduction 

• COCIR is a non-profit trade 
association, founded in 1959 and 
having offices in Brussels and 
China, representing the medical 
technology industry in Europe. 

• Our Industry leads in state-of-art 
advanced technology and 
provides integrated solutions 
covering the complete care cycle

• COCIR covers 4 key industry 
sectors

• Medical Imaging

• Radiotherapy 

• Health ICT

• Electromedical

http://www.cocir.org/
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COCIR Living Repository: Market Access 
Pathways for Digital Health Solutions

• Purpose: Analysing digital health reimbursement in 6 countries

• Scope: Stand-alone digital health solutions.

• Countries included:
1. Belgium
2. France
3. Germany
4. Spain
5. Sweden
6. United Kingdom

• The Report is available at: https://www.cocir.org/

http://www.cocir.org/
https://www.cocir.org/
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DIGITAL HEALTH SOLUTIONS: 
FRAMEWORK

http://www.cocir.org/
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SCOPE OF DIGITAL HEALTH 
SOLUTIONS

http://www.cocir.org/
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DIGITAL HEALTH SOLUTIONS AND 
PLACEMENT REQUIREMENTS

http://www.cocir.org/
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DIGITAL HEALTH SOLUTIONS AND 
SECURITY

• inform patients of their physical condition while 
dispatching this information to specific health-care 
professionals 

• patients of their physical condition while 
dispatching this information to specific health-care 
professionals 

• many countries apply further requirements on the 
safe use of Digital Health Solutions, while others 
require independent testing 

http://www.cocir.org/
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DIGITAL HEALTH SOLUTIONS AND 
HEALTH TECHNOLOGY ASSESSMENT

http://www.cocir.org/
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EVALUATION OF EVIDENCE

http://www.cocir.org/
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ECONOMIC EVALUATION

• Economic evaluation is a tool to identify, 
measure, value, and compare the costs and 
consequences.

• There are four types of economic evaluation 
which can be used to evaluate the economic 
consequences of introducing a new DHS.

http://www.cocir.org/
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Country Report: Spain

http://www.cocir.org/
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Key Requirements: 

• Interim reimbursement of promising solutions 
so that the tech developer to have time to 
provide evidence

• Be able to use EHDS and patient data

• To start using Real World Evidence instead of or 
in addition to Randomised Clinical Trials

http://www.cocir.org/
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Quotes

• All pictures Copyright © 2023 COCIR - Synergicus RWE

http://www.cocir.org/
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  Final Q&A
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Disclaimer
Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do not necessarily ref lect those of the European Union or

European Health and Digital Executive Agency (HaDEA). Neither the European Union nor the granting authority can be held responsible for them.

Adopting CEN-ISO/TS 82304-2 and a trusted EU mHealth label for a single market that enables patients, citizens, health professionals,

systems and authorities to benefit from a healthy supply of useful apps.

Thank you for your attention
More information info@label2enable.eu

Website label2enable.eu

02.03.2023
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