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multi-stakeholder potential and need health apps
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how to distinguish a ‘good’ health app?

Wyatt (2018) How can clinicians, specialty 
societies, and others evaluate and improve the 
quality of apps for patient use?
Larsen et al (2019) Using science to sell apps: 
Evaluation of mental health app store quality 
claims
Singh et al (2016) Many health apps target high-
need, high-cost populations, but gaps remain
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 The Green Paper on mobile health (2014) addresses the potential benefits and risks of health apps, 
questioning how to verify or ensure the efficacy of health apps (e.g. certification schemes) and 
how to better inform users on the quality and safety of these apps

 The Communication on enabling the digital transformation of health and care in the Digital Single 
Market (2018) highlights “digital tools and data for citizen empowerment and person-centred care” as 
a key priority and proposes common principles and certification to facilitate supply of these tools, 
also by Small and Medium-sized Enterprises

 CEN-ISO/TS 82304-2:2021 (health and wellness apps – quality and reliability), an assignment from 
the European Commission to the European Committee for Standardization (CEN), International 
Organization for Standardization (ISO) and the International Electrotechnical Commission (IEC), 
delivers a common health app assessment framework and label

 The Proposal for a Regulation on the European Health Data Space (2022) calls for voluntary
labelling of wellness apps (Article 31) and a cascading effect in medical devices that aim to be 
interoperable with Electronic Health Record systems

 Horizon Europe project Label2Enable creates ISO 17067 EU certification scheme for CEN-ISO/TS 
82304-2 aligned with EU values and EU legislation, enabling accredited app assessors (third party 
assessment) to issue trusted CEN-ISO/TS 82304-2 health app quality labels, scores and reports

EU policy context
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‘the EU energy label but then for health apps’
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the EU energy score
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the EU energy label
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the EU energy product information sheet
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choosing a ‘good’ health app is difficult
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Get-ehealth.eu (2015) What do patients and carers need in health apps – but are not getting? Global survey of 1,120 patients and carers
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Byambasuren et al (2019) Current knowledge and adoption of mobile health apps among Australian General Practitioners: Survey study​

choosing a ‘good’ health app is difficult
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delivering a ‘good’ health app is difficult
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mHealth Hub (2022) Health App Assessment FrameworksmHealth Hub (2022) Health App Assessment Frameworks
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reviewing a ‘good’ health app is difficult too

Health app policy:
• Belgium
• Denmark
• England
• Germany
• Netherlands
• Norway
• Sweden
• Singapore
• United States

Essén et al (2022) Health app policy: international comparison of nine countries’ approaches

“There is great interest in the use of apps in all 
the countries evaluated, but even Belgium, 
Germany and the UK, which are relatively far 
along in their operationalization of frameworks, 
are struggling with efficient implementation.

Cross-national efforts are needed around 
regulation and for countries to realize the 
benefits of these technologies.”
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CEN-ISO/TS 82304-2:2021 helps choose apps
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Comprehensive For wellness and medical device apps, not duplicating the work of notified bodies

Evidence-informed Inspired by the EU energy label: used by 85% EU consumers ​ and in 59 non-EU countries

Inclusive Label tested with people with low health literacy

Informative Score, label and report communicate quality in a glance to the needed detail

Proportionate At most 81 questions, of which at most 67 score-impacting yes/no questions

Testable Yes-answers require evidence to be assessed by accredited app assessors

Relevant Assessment framework founded in a Delphi study with 83 experts from 8 stakeholder groups

Maintained

European Commission (2019) New energy efficiency labels explained
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CEN-ISO/TS 82304-2:2021 content

Healthy and safe (50%) Health requirements, Health risks, Ethics, Health benefit, Societal benefit

Easy to use (15%) Accessibility, Usability

Secure data (25%) Privacy, Security

Robust build (10%) Technical robustness, Interoperability
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EU Energy label: refrigerator & washing machine sales
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EU Energy label: impacts estimates
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the consortium: intentionally multi-stakeholder

 Title 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.

 Duration June 2022 – May 2024
 Instrument Horizon Europe
 Type Coordination and Support Action
 Grant Agreement number 101057522
 Partners
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our aim: multi-stakeholder trust, use and adoption
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Rogers’ diffusion of innovation theory
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early adopters
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Helsedirektoratet (2022) Tryggere helseapper
The Standing Committee of European Doctors (2022) Position on the 
European Health Data Space
Van der Storm et al (2023) Apps in healthcare and medical research European 
legislation and practical tips every healthcare provider should know

1st Label2Enable Roundtable on reimbursement of health appsSeptember 26, 2023



Funded by the
European Union

beyond the EU: globally competitive
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Dr. Bates served as the chair of the Food and Drug Administration Safety and 
Innovation Act (FDASIA) workgroup which advised the FCC, FDA, and Office of 
the National Coordinator about issues around regulation of health information 
technology.

new US initiative: “please feel free to 
mention that we are eager to 
collaborate and minimize reinvention 
of great work across the globe”

Bates et al (2018) Health Apps and Health Policy – What Is Needed?
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beyond the EU: the EU energy label
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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.

Societal benefits and 
implementation stages
1st Label2Enable roundtable on reimbursement of health apps
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survey – implementation stages
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as far as I know in my country (region):
multiple options possible:
 health app policy is considered
 health app policy is available
 health apps are quality assessed / certified
 health apps are reimbursed / paid for
 health care professionals prescribe health apps
 health apps are in clinical guidelines
 health apps are in care pathways
 health care professionals use patient data from health apps
 health care professionals get health app education / support
 citizens get health app education / support
 none of the above
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trusted certification scheme
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harmonised certification scheme

1. trusted existing 
assessments?
2. trusted tooling? 
3. manual assessment?
4. expert assessment

1. EU level legislation 
2. standardisation
3. research findings
4. common practice

82304-2 requirement subject matter expert

when to reassess?
how to do 

surveillance? 
when to withdraw 

label?

method assessment:
most efficient

least efficient

rationale assessment: 
most relevant

training 
requirements to 

execute 
assessment 
methods?

outcomes consistent? 
process efficient? 

documentation self-
explanatory?

basis, method, skills, 
evidence definition fits 

stakeholder needs? 

reassessment:
to address iterations

impact:
adoption, uptake and use

rigor scheme:
robust

least relevant

skills assessor:
adequate

rigor assessment:
consistent, predictable

to attain trust and impact: 
for each 82304-2 requirement

subject matter expert:
to evolve the scheme

sufficient evidence 
definition (pass / fail)
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trusted certification scheme: common practice
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harmonised certification scheme

1. trusted existing 
assessments?
2. trusted tooling? 
3. manual assessment?
4. expert assessment

1. EU level legislation 
2. standardisation
3. research findings
4. common practice

82304-2 requirement subject matter expert

when to reassess?
how to do 

surveillance? 
when to withdraw 

label?

method assessment:
most efficient

least efficient

rationale assessment: 
most relevant

training 
requirements to 

execute 
assessment 
methods?

outcomes consistent? 
process efficient? 

documentation self-
explanatory?

basis, method, skills, 
evidence definition fits 

stakeholder needs? 

reassessment:
to address iterations

impact:
adoption, uptake and use

rigor scheme:
robust

least relevant

skills assessor:
adequate

rigor assessment:
consistent, predictable

to attain trust and impact: 
for each 82304-2 requirement

subject matter expert:
to evolve the scheme

sufficient evidence 
definition (pass / 

fail)
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5.2.5.1 Is evidence available of a societal benefit of using the app? 
EVIDENCE: Societal benefit evidence. Where many resources are available, provide the most important 5 to 10. 
Evidence can include evidence relating to non-digital versions of the health intervention and evidence of demonstrably equivalent health apps. 
Societal benefit can refer to Reference [55]: 
— Information, which includes a positive effect on lack of population denominator, delayed reporting of events, lack of 
reliable data, communication roadblocks, lack of access to information or data, insufficient utilization of data and 
information and lack of unique identifiers; 
— Availability, which includes a positive effect on insufficient supply of commodities, services, equipment and/or 
qualified health professionals; 
— Quality, which includes a positive effect on poor experiences for persons with health needs, health issues, at risk for 
health issues or informal carers, insufficient health professional competence, low quality health commodities, low health 
professional motivation, insufficient continuity of care, inadequate supportive supervision and poor adherence to 
guidelines; 
— Acceptability, which includes a positive effect on lack of alignment with local norms and programs which do not 
address individual beliefs and practices; 
— Utilization, which includes a positive effect on low demand for services, geographic inaccessibility, low adherence to 
treatments and loss to follow up; 
— Efficiency, which includes a positive effect on inadequate workflow management, lack of or inappropriate referrals, 
poor planning and coordination, delayed provision of care and inadequate access to transportation; 
— Cost, which includes a positive effect on high cost of manual processes, lack of effective resource allocation, expenses of 
persons with health needs, health issues, at risk for health issues or informal carers and lack of a coordinated payer 
mechanism; 
— Accountability, which includes a positive effect on insufficient engagement of persons with health needs, health issues, 
at risk for health issues or informal carers, unawareness of service entitlement, absence of community feedback 
mechanisms, lack of transparency in commodity transactions, poor accountability between the levels of the health sector, 
and inadequate understanding of the beneficiary populations. 
[55] WHO 2018. Classification of digital health interventions v1.0 (WHO/RHR/19.06). 
https://www.who.int/reproductivehealth/publications/mhealth/classification-digital-health-interventions/en/
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for the 2° round table: your perspectives
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 what types of societal evidence do you distinguish for a health 
app? 
 examples: list WHO and DiGA

 what do/would you consider sufficient evidence for (these types 
of) societal evidence?

 what are your thoughts, if any, on: 
 the assessment method for societal evidence?
 the skills assessors need to assess societal evidence?
 when to reassess societal evidence?
 surveillance of societal evidence?
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survey
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