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ENABLE Ag en d A — 4th Roundtable Health apps from a health authority perspective

Part 1. Introduction 14:00
Part 2. Presentations and Q+A
= Comparison of app assessment frameworks and country-specific requirements (Petra Hoogendoorn)

= Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps (Carme Pratdepadua
Bufill)

= Real Value of Patient-centered Positive Health Effects of Digital Medical Devices: Lessons from the German
DiGA (Liyousew Borga)

= Challenges and recommendations for the reimbursement of health apps (Tatjana Prenda Trupec)

Part 3. Closing
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Comparison of app assessment
frameworks and
country-specific requirements
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LABELZ[¢] multi-stakeholder: the importance

Funded by the
European Union

Coordination (WP 1)

The label is trusted

The label is used

N\
CEN-ISO/TS 82304-2: 2021
AN Health software - Part 2: Health and wellness apps - Quality and reliability:
\@/ L] L] L] -
Health app label (technical specification)
Certification scheme (WP 2)
Certification process (WP 3)
Build in + prove quality apps - Certify apps
(manufacturers, suppliers) (app checkers, certification bodies) / )
(towards)
an innovative,
Adopt health app label + reimburse apps (blended care) sustainable
(health care systems and authorities, WP 7) and globally
competitive
health industry

Store apps + publish health app label
(app stores, app libraries, trusted sources)

March 21, 2024

Use health app label + recommend apps
(health care professionals, WP 5)
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LABELZ[¢] multi-stakeholder: the consortium

= 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 benefitfrom a healthy supply of useful apps.
= Duration June 2022 — May 2024
= |nstrument Horizon Europe
= Type Coordination and Support Action
= GrantAgreementnumber 101057522
= Partners
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Eﬁﬁﬁt%ﬂ multi-stakeholder: the (Delphi) framework

regular 1ISO

procedures

study

draft quality assessment
framework development:

comparison existing
frameworks

study EU MDR and

GDPR

v

team of core experts

v

Delphi study "

follow-up survey

alignment with existing

standards

case study >
COVID-19 symptom apps

output:

sections framework: ‘Product information’ + 4 quality aspects later
phrased as ‘Healthy and safe’, ‘Easy to use’, ‘Secure data’, ‘Robust
build’

proportionality and alignment with ‘gold standards’

expert evaluation

consensus on quality requirements within the 4 quality aspects
4 minimum requirements for a health app quality label

weight distribution of quality requirements in quality aspects and of quality
aspects in overall health app quality score for health app quality label

alignment quality requirements framework documentation with existing
standards

acceptability time investment quality assessment for manufacturers
translation weights in scores A-E for quality aspects and overall score
self-explanatory quality assessment framework documentation

Funded by the
European Union

March 21, 2024

approval publication ISO/TS 82304-2:2021 Health software — part 2:
Health and wellness apps — Quality and reliability

Hoogendoorn et al (2023)
What makes a quality health
app — Developing a global
research-based health app
guality assessment
framework for CEN-ISO/TS
82304-2: Delphi study



Eﬁf\gt% multi-stakeholder: the preferred future
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LABELZ2 V)

EnaBLE [/ how to distinguish a “good” health app?

App Store Preview
F:zg:r Health app quality label
mySugr - Diabetestracker-log
e Suggesties voor jou
App
coh App name
N/
—
Platform icons
—_
d Name app manufacturer
---- _' T Dexcom Clarity Glycemische index. Glucose Blood Sugar Diabetes:M LibreLinkUp Diabeto Log Diabetes
Benefit of the app Geneeskunde Diabetes Tracker Geneeskunde Geneeskunde Logboek
With this app [intended users] can [intended use] / With Geneeskunde Geneeskunde Geneeskunde

this app [x in 10] [intended users] [health effect] [if use]

A Check [here] when app requires approval from a

health professional before use
Healthy and safe

i L - DARIO DROP

Easy to use

HEALTH
D C B A . . § . e
Glucose Buddy Dario Health iHealth Gluco-Smart One Drop: Better Health  iHealth Myvitals Klinio: Diabetes
Saciie data Diabetes Tracker Geneeskunde Gezondheid en fitness Today (Legacy) guidance app

Geneeskunde Gezondheid en fitness Gezondheid en fitness Gezondheid en fitness

[ J
R - sces @

B

Robust build

Overall health app quality score

Wyatt (2018) How can clinicians, specialty
societies, and others evaluate and improve the
guality of apps for patient use?

Larsen et al. (2019) Using science to sell apps:

Cc B A 1 H
Glooko - Track Diabetes = Sugarmate | Diabetes- Glucose tracker++ Diabetes Food Tracker Carbs & Cals: Diet & DiabetesPal Evaluat|0n Of mental health app Sto re q Uahty
Data tracker Geneeskunde ~ Fittur Diabetes Geneeskunde .
App checked on [date] Geneeskunde Geneeskunde Gezondheid en fitness Gezondheid en fitness Cla' ms

CEN-ISO/TS 82304-2:2021

- Singh et al. (2016) Many health apps target high-
bl <,
— m ‘) - m - need, high-cost populations, but gaps remain
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LABELZ2

ENABLE choosing a'good' health app is difficult

The sheer number of health apps

makes choosing them confusing 37%

I am not sure health apps
willhelpme 32%

I prefer face-to-face consultations
) 31%

with doctor/nurse

I know of no health apps
relevant to me 30%

I ici f health ,

am suspicious of health apps, because 270

I don’t know who makes them

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

Funded by the

European Union March 21,2024




H\.‘Rﬁté should the government review and rate health apps?

Do you think the government should review and rate health app quality
1 to help you choose a health app?

respondents
= Yes

Government should
pay another
organisation to review
and rate apps

396 (32%)

® No

BN Funded by the
European Union

March 21, 2024
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1228

respondents

Funded by the
European Union

trusted advice to choose a health app

Health professional | |
Pharmacist I R e |
Government or health authority . [
Health professional organisation . B
Patient organisation (website, brochure, commercial, etc.) . R
Family and friends | .
Peer support group D e
Health app library I |
Traditional media [N e
App stores NN s e e
Google search N [
Health app manufacturer N e
Personal social media posts 1 e e
0 200 400 600 800 1000 1200
w| trust | am not sure if | can or should trust | don't know or have not thought about it ®| do not trust

March 21, 2024
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1228

respondents

Funded by the
European Union

used advice to choose a health app

My family / friends
A health professional
A government or health authority
App stores
A Google search
A health professional organisation
Personal social media posts
A patient organisation
Traditional media
A peer support group
A health app manufacturer
A pharmacist
A health app library
Other

MNone of the above

March 21, 2024
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choosing a'good' health app is difficult

Lack of knowledge of

effective apps SEE o
Lack oftrusivg:lr;c:gss;o:ggt: 92 254
dvalleracy 4788
ackofpatent 33 3
o hencrte 8 82
kot braetie 21 39
ek of access First biggest barrier

to mobile devices

Byambasuren et al (2019) Current knowledge and adoption of mobile health apps among Australian General Practitioners: Survey study

March 21, 2024
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116

respondents

BCEN Funded by the
3 European Union

hcp willingness to recommend health apps

9,4

Prevention

Scale 1-7

March 21, 2024

5,7

5,1

Self-management
No-label  Label

5,3

4.6

Healthcare



LABELZ %] hcp willingness to recommend health apps

ENABLE
’ 5,7
116
5
respondents :
4
3
2
1
0
Low SES High SES
Scale 1-7 m No-label = Label

B Funded by the
S European Union
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Eﬁf\gt% delivering a ‘good’ health app is difficult

, | e Q<
1 | LL\? H | t h . s s @ ® deprexis ew elevida )Z’
() MHealthHUE 1
\ </ Europea The Fast-Track Process for Digital
T N o Mt o et iitint Health Applications (DiGA)
v i) ) IDNSALVE, according to Section 139e SGBV
ASSESSMENT FRAMEWORKS o
.. : Kalmeda + Llevidex [vawen MY SEVEN
N ) ST S
&, ¥ 00 00 ( Y

PRIOVI I':;.)%b Selfapy) Selfapy) Selfapy) Selfapy’ Selfapy)
' SPORLASTIC

‘ Early access to
& reimbursement for
digital devices (PECAN)

mHealth Hub (2022) Health App Assessment Frameworks
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LABEL2 T (- )
LARELZ 2] willingness to pay h4|:Ih_
ealth app

12.000€ Q:Ievelopers >

10.000 €

8.000€

6.000 €
4.000€ {

2.000€ w

I ! I : !

Decrease of Developer time Developertime  Guideline Guideline Display of Display of Moderate Large (rather
assessment investment of investment of integration for integration & assessment assessment (rather than than small)
completion 10 rather than 10 rather than assessed (high- procurement/ scoresinapp scoresinapp small)increase increase in

0€

time by 1 20 hours 40 hours scoring) apps reimbursement stores stores & impact in willingness willingness to
month for assessed on app search to use assessed use assessed
(high-scoring) result ranking apps apps
apps

Funded by the
European Union
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LARELZ 2] willingness to pay 46

health system

representatives
9.000€ - J
8.000€
7.000€
6.000€
5.000€
4.000€
3.000€
2.000€
e NN
Decrease of Assessment Assessment Re-assessment after Re-assessment after Moderate (rather Large (rather than
assessment recommended by recommended by substantial updates substantial updates than small) increase small) increase in
completion time by 70% (rather than  90% (rather than rather than every rather than every in willingnessto use willingness to use
1 month 50%) of peers 50%) of peers year two years assessed apps assessed apps

- Funded by the March 21, 2024 Labelroundtable — health authority perspective 19
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LABELZ[2] reviewing a ‘good’ health app is difficult too

ENABLE

npj | digital medicine
Health app policy:

* Belgium “There is great interest in the use of apps in all
» Denmark the countries evaluated, but even Belgium,

* England Germany and the UK, which are relatively far

+ Germany along in their operationalization of frameworks,
» Netherlands are struggling with efficient implementation.

* Norway

+ Sweden Cross-national efforts are needed around

- Singapore regulation and for countries to realize the

. United States benefits of these technologies.”

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

Funded by the
European Union
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LABELZ2

ENABLE the context: EU policy

= 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 veldntary
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

Funded by the

European Union March 21, 2024
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creating the common certification scheme

Funded by the
European Union

to attain trust and impact: subject matter expert:
for each 82304-2 requirement  to ewolve the scheme

82304-2 requirement

impact: rigor scheme:
adoption, uptake and use robust

outcomes consistent?
process efficient?
documentation self-
explanatory?

basis, method, skills,

evidence definition fits
stakeholder needs?

harmonised assessment scheme

rationale assessment: method assessment:
most relevant most efficient

1. trusted existing
assessments?
2. trusted tooling?

3. manual assessment?
4. expert assessment

least relevant least efficient

reassessment: rigor assessment:
to address iterations consistent, predictable

when to reassess?
how to do sunillance?
when to withdraw
label?

sufficient evidence

definition (pass / fail)

skills assessor:
adequate

training
requirements to
execute

assessment
methods?

March 21, 2024 Labelroundtable — health authority perspective

22



LABEL2 - . -
LABELZ[Y] testing the common scheme: consistency+

W ORCHA

. BAASBOX 3 apps

&

13 of

' 14 apps
assessed

assessed

7 apps

R Funded by the
European Union

March 21, 2024



LABELZ2 V)

ENABLE common practice —comparison

harmonised assessment scheme

to attain trust and impact: subject matter expert: rationale assessment: method assessment: skills assessor:
for each 82304-2 requirement  to ewolve the scheme most relevant most efficient adequate

1. trusted existing
assessments?

82304-2 requirement 2. trusted tooling? training
. 3. manual assessment? requirements to
4. common practice 4. expert assessment execute
: assessment
least relevant least efficient methods?
_ impact: rigor scheme: reassessment: rigor assessment:
adoption, uptake and use robust to address iterations consistent, predictable

outcomes consistent? when to reassess?
process efficient? how to do suneillance?
documentation self- when to withdraw
explanatory? label?

basis, method, skills, . :
sufficient evidence

evidence definition fits

stakeholder needs? definition (pass / fail)

Funded by the

European Union March 21, 2024 Labelroundtable — health authority perspective




LABELZ2

ENABLE comparison — (key) requirements

= CEN-ISO/TS 82304-2 =5.2.2.1 health risks
= EUnetHTA core model = 5.2.3.1 ethical challenges

= DIGA (DE) = 5.2.4.5 health benefit
= DAQ/DTAC (EN) = 5.2.5.1 socletal benefit
= DigiHTA (FI)

= PECAN (FR)
= Leidraad (NL)
= Assessment framework for mHealth apps (AU)

RN Funded by the
Tra European Union

March 21, 2024



LABELZ2

LARELZ 2] aim 80-90-95% generic vs country-specific quality

Funded by the
European Union

PROPOSED ASSESSMENT DOMAIN

Acceptability
User, cultural and health professional acceptance
that the app is suitable for its intended purpose.

1ISO 82304~
2:2021

Not included

Table 1: Mapping of assessment domains to ISO 82304-2 Health software — Part 2: Health and wellness apps —
Quality and reliability standard

This domain has been added to ensure
alignment to the needs of the Australian health
and wellbeing ecosystem including health care
needs, intended users, models of care and our
diverse multicultural population.

Safety and trust
The app is free from unacceptable risk, the
information included can be trusted and implications

of using the app are transparent to the intended user.

Healthy and Safe

Ease of use
The app is designed and delivered in such a way that
it is accessible and usable by its intended users.

Ease of Use

There is a strong alignment in these areas.
Some of the risk measures are recommended
for implementation in a later version of the
Assessment Framework as medium to high risk
assessment is covered by TGA. This will allow
time for the assessing organisation to mature.

Privacy and security

The app is designed and delivered to secure it from
threats, complies with Australian Privacy legislation
and processes personal data only with consent.

Secure Data

Privacy and Security has been modified to
reflect Australian legislation and standards
with the addition of Consent Management and
User Control as requested by stakeholders.

Technical quality assurance

The app is developed using best practices and
is technically robust and, where relevant, can
successfully exchange data using Australian
recognised standards.

March 21, 2024

Robust Build

This has been modified to reflect Australian
standards and the maturity of the app
developers and assessing organisation.

Phase 1: Triage

Basic information on the app and app developer is collected. This is used to
determine:

« whether the app is eligible for assessment

« whether the app qualifies for a streamlined (that is, reduced) assessment
because it complies with other regulations or standards such as:

- TGA regulation
-1S0 82304-2 Health software —
Part 2: Health and wellness apps — Quality and reliability

« the complexity of the app, which will inform the type of assessment
criteria and measures it will be assessed against.

Australian Government

Australian Digital Health Agency




LABELZ2 V)

enaglE @] duplication of efforts (27+) and size matters (min)

Malta 542 051

F:zg;r Health app quality label Luxembourg 660 809
.................................. Cyprus 920 701
( \ Estonia 1 365 884
22?\ App name Latvia 1883 008
SIoven!a 2116 792
Lithuania 2 857 279
Platform icons 1
o Croatia 3 850 894
oo app manutacturer Ireland 5194 336
___________________________________ Slovakia 5428 792
Benefit of the app Finland 5563 970
e Denmark 5932 654
A, snem s e Bulgaria 6 447 710
Austria 9104 772
Healthy and safe Hungary 9 597 085
Y B | » Greece 10 394 055
Easy to use Portugal 10 467 366
- = (g Swede-n 10 521 556
Czechia 10 827 529
Secure data .
Belgium 11 754 004
@ |l B | A Netherlands 17 811 291
Robust build Romania 19 051 562

Spain 48 059 777

Overall health app quality score |tﬁ|y 58 850 717
c|s|a France 68 070 697
Germany 18413581845]
App checked on [date]
CRitoge stz 0 5M 10M 15M 20M 25M 30M 35M 40M 45M 50M 55M 60M 65M 70M 75M 80M 85M

https://european-union.europa.eu/principles-countries-history/key-facts-and-figures/life-eu_en

Funded by the
European Union
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'gﬁﬁgt% multi-stakeholder impact: EU energy label

Energy savings 2020

Impacts estimates (2020 vs BaU)

+ 1037TWh primary energy = 7% of total EU 27
primary energy demand

« Electricity: ca. 1000 kWh/household (27%) = total
EU wind production

+ €60 billion/ly in consumer expenditure
(€ 210/household) based on pre-2021 energy
price estimates

« Additional business revenue 21 billion euros
and related jobs increase by 324 thousand

[
- Eurapean
Cormmissiies 4

Saurce: Ecodesign impact Accaunting 2020

Funded by the
European Union

March 21, 2024




LABELZ2

ENABLE comparison —in more detail

= topics requirements

= sub questions

= pass / fail (sufficient evidence)
= reassessment / surveillance

= context specific
= national legislation and standards
= national systems interoperability
= national authorities’ registration
= pational reimbursement system specifics
= national patient identifier
= indigenous population
= scope digital health
= other items are considered for uptake in the proportional common scheme

Funded by the

European Union March 21, 2024




Eﬁﬁgt% over time more common? more proportional?

+
0000

KLM

Koninklijke Luchtvaart

Maatschappij nv
Royal Dutch Airlines

LEGITIMATIEKAART
IDENTITY CARD

APY VAN DEN HEUVEL 31 DEC 07

- & ecee W & 4 O
M Royal Dutch Airlines
y ,‘ ) @ @ , L . ) )98 9

Tosson AIRFRANCE KLM

Funded by the

European Union March 21, 2024
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Stakeholders and
Expert Organisation

maintains scheme

ﬁ 'gii EU?, w - - A4 a D::a:strm -
EU network of: g | g © e
= Certification Bodies 5 -M*Axwmm.u; st |
= Conformity ) g &m r L
Assessment Bodies e !
: Wiltng " K 1@ Saisaie
Issues labels and reports Eniy

Ioumw U eees g ogs. TR

[

i

bREEN
PEAL

.' COGAL & DisiTaL

FedAce INELYSiom
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LABELZ2

ENAB,_E country-specific interest? do contact us

Funded by the

European Union March 21, 2024

Email

Website

Twitter (X)

LinkedIn

Facebook

Info@label2enable.eu/ a.p.y.hoogendoorn@lumc.nl

label2enable.eu

@label2e

linkedin.com/company/label2enable

facebook.com/label2enable


mailto:info@label2enable.eu
mailto:a.p.y.hoogendoorn@lumc.nl
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Transforming Healthcare: A Journey Through Catalonia's Adoption of
Health Apps

Carme Pratdepadua B ufill
Leading the mHealth Office at TIC Salut Social Foundation

~"*. Funded by the
European Union



TIC Salut Social

Innovation and Digital Transformation

Transforming Healthcate: A .
Catalonia's Adoption of

LabelRoundtable 4 - Health Apps from a Hex
March 21, 2024
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Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

Digital Health Solutions

Importancein healthcare

« Management of personal health

« Support to clinical practice

App WebApp L} 29 .
Do\ =
Substantial rise
in availability and popularity Redefinition of relationship
GETINON T
» Google Play CHICRPCP € > %
h ’ | | |
#  Download on the
App Store | Patients Professionals
g;% +Social Innovation and Digital Transformation f ng %‘:qaalliltj?.'tya



Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

About Catalonia- Who we are?

8,001,703

Population in Catalonia on
January 1, 2024.

> 160

Health care entities to provide health
care services.

< <

Universal coverage

The publicly health care system of Catalonia
was founded in 1990 under the principle of
universality; so all individuals and communities
are able to receive the health services.

HIT fragmentation

Huge fragmentation of HIT across the Catalan Health
System:

1 EMR for primary care.
= 29 EMR products in the Intermediate care hospitals.

At least 10 different systems for social care records.

12,500 M€

Catalan Health Service budget for
2020. The system is funded from
general taxation and government
founds and contributions.

699

Facilities that range from primary health
care centres to hospitals and intermediate
care centres.

+ 369 Primary Care Centers

69 Hospitals

96 Intermediate Care Centers (long-terr
* 165 Mental Health Centers

TIC
Salut Social

Innovation and Digital Transformation

ﬂ"‘l‘ Generalitat
WY de Catalunya




Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

About Catalonia - Organization

-
AT Generalitat de Catalunya "
\ _ Departament - CatSalut
V41! de Salut Servei Catala
de la Salut
Regional Ministry of Health > Sets policy Public insurance > Health planning and

allocation of resources

-~ TIC
Ageéncia de Qualitat Salut Social
I Avaluacié Sanitaries de Catalunya
Health Technology Assessment Agency > Digital transformation - Promote innovation
Quality and evaluation of new therapeutics through the digital transformation

Tic Innovation and Digital Transformation I Generalitat
de Catalunya

Salut Social



Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

Digital Health Solutions in Catalonia

e N
f‘? e
ﬂw? Catalonia
; >
S spain VAP Patient-Centre Health & Wellness
“ \, - . .
A ; > ® Solutions Solutions
"x..\_?_.-f
@
@3@. Relation :
Ny € > |°RYR° Health Care and Promotion
Personal Health Record Specific Medical Specialties
Tic Innovation and Digital Transformation I Generalitat

Salut Social : de Catalunya



Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

Digital Health Solutions in Catalonia

Main Personal Health Record

Some individual
hospitals solutions

(Iamevasalut.gencat.cat ,O)

Added functionalities
Hola,

Benvingut al teu espai de salut digital.

On vols accedir?
M

4 f

In f ormesii DI d
ultats

Q..

o

i 28

Portal
del Pacient

La meva
/Salut

s

Add value in the
management of
Health

Foster
Healthcare
Equity in Rural
Areas

TIC ) Innovation and Digital Transformation
Salut Social

l Generalitat
WY de Catalunya




Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

Promoting Digital Health Solutions in Catalonia

‘ Aim
f_,;ﬁ_" T e _f,_/"— : . . . . 0
% N L ldentify, adopt and upscale Digital Health Solutions in the public
M Catalufia system
j Espafia :)_.'f' e
ey S 2
1 ; e What do we present?
« Radar ADC - Inventory of Solutions that exist in SISCAT
A . . « Analysis of the services offered - by public and private centers
ggrlg%gﬁiala »  Good practice guide - to develop solutions for Citizenship
TIC

Salut Social

Tic ; Innovation and Digital Transformation I Generalitat
Salut Social de Catalunya



Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

Digital Patient-Centre Solution Radar for citizens

Distribution of relational assets that offer digital services 100%*

Alt Pirineu @
i Aran o o
Gifena
Catalunya@) ® & N
entral )
el © 0 with -
Lfeida @ i D| - D t App Apps Only We(,;b
2 B?’UE | I| gl 20% and 51,4%
»® a 28,6%
Camp _Q . EEn

de Tarragona

Terres , ’

de I'gre High-tech hospital asset

@& @ Reference or general hospital asset
i i 61,4%
Asset of the region or health consortium ,
of hospitals offer digital services

Catalan Ecosystem

TIC Innovation and Digital Transformation

l} Generalitat
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Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

Services of Patient-Centre Solutions

Appointment scheduling management
Preparation for hospital visits

Hospital experience enhancement
Support for patient companions
Teleconsultation

Digital prescription

Telemonitoring

Health information and management
Administrative procedures

Health center information

Services of Patient-Centre Solutions

Mean percentage of health centers with each type of service
0% 20% 40% 60% 80%

M%

26%

14%

5

8%
11%
20%

32%

100%

96%

30 services

grouped into
10 groups

TIC
Salut Social

Innovation and Digital Transformation

Il; Generalitat
Y de Catalunya
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Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

Services Private vs Public

Services of Patient Centre Solutions
Mean percentage of health centers or insurance companies with each type of service
0% 20% 40% 60% 80% 100%
- | P 41%
Appointment scheduling management
72%
| o visite T 26%
Preparation for hospital visits 47%
[v)
Hospital experience enhancement _ 11349,:6
Support for patient companions _ 20%
13%
Public Sect
Teleconsultaton T 7% . = PUblie sector
3% Private Sector
- . [ 8%
Digital prescription 31%
L [ 1%
Telemonitoring 47%
i - IR 20%
Health information and management 24%
S D 32%
Administrative procedures 47%
| ion I—  aa%
Health center information 80%

TIC Innovation and Digital Transformation

ﬂ"‘l‘ Generalitat
Salut Social il L

de Catalunya
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Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

Health & We"ness SOIUtionS Centers within the Public Health

Classification according to specialty System

Public health and...

Digestology;
4,8%

Gynecology and...

Neurology;
19,0%

Oncology; 4,89

Pneumg)lOgy; Mental health;
4,8% Cardiol... 9.5%

TIC Innovation and Digital Transformation M Generalitat
Salut Social 9 ‘lJ“!, de Catalunya



Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

mHealth Adoption Journey

- mm Em o e o Em Em Em EE EE Em o Em Em mm mm Em = = ==

AMN~ ANB° AwiA (A D/

e Comparison

e mHealthplan
e Action Plan
e mHealth office

e AppSalut
project

e Assessment
Framework
for Health
Apps

e Apps Pilot in
Primary Care
(4 centers)

e mConnecta

Platform

e Pathways

models:

e Diabetes

e Bipolar
Disorder

e Post-surgery

N N

e Diabetes
tender

e Requirements
for Health

Apps

Solucions de mobilitat
en salut i benestar

ISO 82304-2 -
FTSS
assessment
framework

¢ Guidelines

based in ISO
for all
providers

LABEL2
ENABLE

ag or
080 Health app quality label

App name

...........................

TIC
Salut Social

Innovation and Digital Transformation
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WY de Catalunya



Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

Comparison between CEN ISO/TS 82304-2 and FTSS framework

r--—-————"™="""Ff"~"F~""~>"FF~~"~""F"~>F~~"~>"F"~~"~~"~~"¥“~~"¥~~"“~~"“~"“~"~"¥~"~"“~"~"“~“~"“~“"“"7"~—— |
' |
|

WHAT ARE WE MISSING? i CEN ISO/TS 82304-2 |
: = Comparison of equivalent blocks |

= Criterion by criterion comparison

E@ 1’ = 74 criteria (ISO 82304-2)
[] B = 120 criteria (FTSS framework)
_ * Included
= Both (4 domains) = Partially included

= Not included

TIC Innovation and Digital Transformation

‘l‘? Generalitat
Salut Social |

L‘ de Catalunya
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Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

Inclusion of CEN-ISO/TS 82304-2requirements inthe FTSS certification
TOTAL

- . . 0
® Included criteria Partially included criteria 554 /0
= Non-included criteria of inclusion
' |
Health requirements (7) WHAT IS NOT COVERED?
' S — " Ethics (Solution has been
EtthS (2) evaluated by a Comitte off
. . ethics?)
Societal benefit (2) T —— = Societal benefits (evi
] = Health risks (in FTSS
Usab|||ty (8) T — sometimes ask AIPD not
— I all apps accomplish)
. » Health benefit (ask about
Secunty (11) e that but we domt ask for

any evidence)
= Clinical evidence (more
restictive in evidence about

0% 20% 40% 60% 80% 100% articles)

= Security

Interoperability (4)

f l.‘ Generalitat

TIC Innovation and Digital Transformation il
l¥ de Catalunya

Salut Social




Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

Inclusion of FTSS criteriain CEN-ISO/TS 82304-2

m Included criteria

App public, benefits and..

App contents (7)

User data and warnings (5)
User support mechanisms (2)
User experience (30)
Accessibility (4)

Data privacy and security (7)
Register and app installation (4)

Consumption of network..

Request of device permissions (2)

0%

Partially included criteria ®m Non-included criteria

20% 40% ©60% 80%

87.5%

of inclusion

100%

WHAT IS NOT COVERED?

» Usability (FTSS -
Affordance bottons,
user experience)

= Technical robustness
(Consumption of
network, behavior in
front an event,

= Clinical content (minof
and dependent people
info)

= Wearables
requirements

» Interoperability
framework specific
from Catalan System

TIC
Salut Social

Innovation and Digital Transformation

f | Generalitat
WY de Catalunya




Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

Guidelines for developing Health Solutions for SISCAT

GUIA DE BONES
PRACTIQUES PER
CONSTRUIR ACTIUS
DIGITALS PERA LA

CIUTADANIA

Aplicable per a tots els productes i serveis digitals de salut i
benestar adrecats a proveidors del Sistema Sanitari integral
d'utilitzacid publica de Catalunya (SISCAT)

Febrer 2024

Aimed at SISCAT providers to develop validated and
secure digital solutions with the requirements and
good practices established in La Meva Salut and, thus,
facilitate access to all citizens.

Robust, secure, reliable, easy-to-use digital
assets that preserve data privacy and are
accessible to all citizens.

TIC
Salut Social

fl’ ”ﬁ‘ Generalitat
iy

Innovation and Digital Transformation
5 WY de Catalunya



Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

Guidelines for developing Health Solutions for SISCAT

All relevant solutions
in a single digital space

Availability of Digital Health solutions at La
Meva Salut

Based on the guidelines of the Public — Available for all Health System
System, the Department of Health and the p providers
CEN ISO/TS 82304-2

pa .
TIc Innovation and Digital Transformation !J“[ Generalitat

Salut Social ¥ de Catalunya



Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

Guidelines for developing Health Solutions for SISCAT

Context and starting point

: European efforts for the creation of Solutions

Healthy and Safe Content

Accessible and Usable Design

Themes

Secure Data and Privacy

Robust Technology and Performance

Availability of Solutions in LMS

TIC Innovation and Digital Transformation I Generalitat
Salut Social 9 de Catalunya



Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

Health Apps Library

https://ticsalutsocial.cat/es/que-fem/activos-digitales-para-los-ciudadanos/actius/

TIC Inicio Quiénes somos CQué hacemos Proyectos DPD Salud Publicaciones

Salut Social

ICOnnecta't

Oncologia

Dirigido a: Paciente, Protesionales sanitarios
O Paciente

La App ICOnnecta't es una herramienta de cribado, monitorizacién y manejo de sintomas en Oncologia.

Actualidad Q ES

Aplicacion que permite a los médicos

F Monitoreo dela Paciente Profesionales controlar de forma remota el estado Salud
alu

HumanlTcare salud sanitarios fisico y psiguico de sus pacientes, a =

través de tests y medidas de variables Forma parte de un ecosistema digital mas amplio que aporta acceso a los PROMs (Patient Reported Outcomes Measures) clave
Ginicas para una atencidn centrada en el usuario (e] Calidad de vida)

Paciente Profesionales

La App ICOnnecta't es una herramienta

Mas informacion

Ests dimensionada por el trabajo multidisciplinar de todos los profesionales en cancer, pero en la actualidad se ha iniciado en el
ambito psicosocial y educativo.

~ Oncologia < . Salud Desenvolupador: Sociocemprends
o ICOnnecta't sanitarios de cribado, monitorizacion y manejo de - P o P
sintornas en Oneologia 5L (Grupo Trilema) Permite detectar y monitorizar de forma sostenida variables psicosociales y de agarre farmacoldgico para ofrecer una atencion
= a3l Cost: Gratuita sanitaria ajustada a las necesidades especificas detectadas en poblacidn oncoldgica. Por otra parte, facilita el acceso seguro a
Versio revisada: 3914 (i08) y 397 nformacicon de calidad sobre cancer. Esta aplicacidn tambign permite a los usuarios contactar de forma directa con sus
La aplicz;ciéﬁ de Enfermera virtual es [ . - e profesionales sanitarios de referencia mediante un sistema de mensajeria sequra y privada
= - Android)

una aplicacion movil gratuita, dirigida Data revisic: 20/07/2022

Prevencicn . i . tanto a ciudadanos como a Marc de referéncia: Fundacion TIC

i Ciudadania Paciente ) X Salud Social / Instituto Catalind
Monitoreo dela ] _ profesionales de |a salud, con el fin de Salud Alud social Hnstiuo Latdlan de = [————
Infermera \irtual Profesionales sanitarios = o PR, —

~alud . Oncologia (ICO)

salu promocionar la autonomia y la
. Especialidad: Oncologia 0 Efectos secundarios
independencia de las personasen la P i e s

Adrecat a Paciente B
toma de decisiones respecto a su Peso IMC 10:35
- Soporte social
=al
Ejercicio 16:30

Apps destacadas de salud y social

TIC
Salut Social

Accede al Activo

# DISPONIBLE EN

@& AppStore

DISPONIBLE EN

| o Google Play

Repatha 140 mg Sclucion Inyectable

Dieta basica
17-:00

Ejercicio
Valoracion del malestar emocional o
Acciones registradas
10:00

Insomnio Champix 1 mg primides recubier

10:35

Innovation and Digital Transformation

deC

atalunya



https://ticsalutsocial.cat/es/que-fem/activos-digitales-para-los-ciudadanos/actius/

Transforming Healthcare: A Journey Through Catalonia's Adoption of Health Apps

Adoption of CEN ISO/TS 82304-2

More objective, the result should be the same independently of the assessor.
Increases the certification’s value: global standard promoted throughout Europe.

Designed so that everyone can benefit from it. The ISO empowers patients,
healthcare workers, and healthcare systems to use and recommend healthcare apps

Saving time and cross-border recognition - Developers won't have to apply for a
different certification in each territory.

Easy for early adopters, saving costs due not to start from scratch.

Including digital solutions in the same space as citizens' health records seems a
good technique to promote them and improve their equity

Tic ; Innovation and Digital Transformation I Generalitat
Salut Social

l¥ de Catalunya



Thank you!

Carme Pratdepadua Bufill
cpratdepadua@ticsalutsocial.cat

Fundacio TIC Salut Social
www.ticsalutsocial.cat

TIC Generalltat
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Real Value of Patient-centred Positive Health
Effects of Digital Medical Devices: Lessons
from the German DIGA

Liyousew Borga
Postdoctoral Fellow
Digital Medicine

Luxembourg Institute of Health

LUXEMBOURG .
CHL I_I INSTITUTE l"“ I“ ‘

OF HEALTH

H italier
G |



Positive Care Effects of DiGAs

Digital Healthcare Act (DVG)
— One or more “positive healthcare effects”

%b Medical Benefit

Outcomes that are known from trials of clinical
or pharmaceutical interventions:

O based onthe corresponding standards for
the evaluation of drugs

Q

000

improvement of the state of health,
reduction of the duration of a disease,
prolongation of survival, or
improvementinthe quality of life.

N
5

Patient-relevant improvement of
structure and processes (pSVV)

Outcome core area in the context of proof of
benefits:

O offer good and new possibilities forimproving
care, especially regarding processes in the
patient

Q

Q
Q

detection, monitoring, treatment or alleviation of disease
/injury / disability

supporting the health behaviour

integrating processes between patients and providers

LUXEMBOURG .
CHL I_I INSTITUTE I"II Ill ‘ 2o
e g || OFHEALTH .

------



pSVV: Untapped Potential

The motivation behind adding pSVV was to
empower patients to become more active and
informed, encourage shared decision-making,
and promote health literacy.

O Itincreases patient-centeredness in healthcare
delivery and contributes to the principles of
value-based healthcare.

L Patients have low-threshold access to quality-
assured digital health applications.

Lack of widespread understanding of pSVV
among stakeholders

3

pSVVs are underutilized by DiGA
applicants

Established methods for measuring
pSVV outcomes are limited

Economic value of pSVVs not fully
demonstrated

llllll
oooooo

LUXEMBOURG . cessen
CHL I_ I INSTITUTE “ III Ill ‘ ssee
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Domains of Patient-Centred Improvement

ADHERENCE
:cn\(lolvgs patientsfarc]:tivEly FACILITATING ACCESS gEDUClTION OF EFFORTSd
ollowing parts of the therapy Improves access to treamlines treatment an
. . . PATIENT AUTONOMY . .
d withth h , ; . disease management, reducin
asreecd with their pnysician COORDINATION OF TREATMENT healthcare services, Empowers in health inagem g
with DiGAincreasing . ensuring reliable and . stress and improving safety
. . Supports coordination between g managementand decision- . .
adherence by integrating healthcare broviders and patients equitable health support. . lizingthei through simplified procedures
health behaviours into daily . i P P ’ making, utilizing their and targeted physician visits
activities. leading to improved care through knowledge for better outcomes
adapted therapies and accessible and quality of life.
communication.
o)
— — =
HEALTH LITERACY

ALIGNMENT OF GUIDELINES Enhances understandingand PATIENT SAFETY

Ensures treatments align with application of health-related Extends quality and safety measures

guidelines and standards by COPING WITH ILLNESS information, crucial for to the home, enabling recognition

translating medicalinstructions Helps managedaily challenges by informed decisions and and response to treatment risks

into patient-friendly formats. utilizing technology for early successful therapy errors, or side effects.

warnings, facilitating remote outcomes.
LUXEMBOURG

monitoring, and developing coping I_ INSTITUTE M it
strategies. 0 OF HEALTH “ II I . ll teacit



pSVV: Underrepresentedin Current DiGAs

Listed DiGAs

edu

pression

velibra’ VORVIDA

PR | Bundesinstitut 56 DiGAS listed, Mar. 2024

und Medizinprodukte

LUXEMBOURG essses
DiGA directory 4 CHL I_ INSTITUTE Il Ili Ill ceen
U °

Centre Hospitalier OF HEALTH
RESEARCH DEDICATED TO LIFE
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Are DiGA Developers Embracing pSVVv?

DiGA Condition Core pSVV Area

Coping withillness-related

difficulties in everyday life
@ CaraCare Irritablebowel syndrome

Health literacy

: Mild depressive episode .
education.com® P P Health literacy

Recurrent depressive disorder

+ Kranus Edera Impotence of organic origin Patient sovereignty

Coping withillness-related
difficulties in everyday life

«(9 Meine Tinnitus App Tinnitus aurium

.\ ' Mindable Iéagr?ircagi}i:ﬁer Patient sovereignty

Alignment of treatment with
guidelines and recognized

ProHeart Heart failure slandancls
\/
Health literacy
Agoraphobia Reduction of therapy-related
velibra Panic disorder expenses and burdens on patients
Generalized anxiety disorder and their relatives

Mental and behavioural disorders

caused by alcohol Patient sovereignty

vorvioa  vOrvida

Endpoint

Work Impairment
Health literacy
Health literacy

Patient sovereignty
Change in perception,
behaviour and dealing with

tinnitus

Patient sovereignty

Alignment of treatment with
guidelines

Health literacy

Patients' general psychological

stress

Patient sovereignty

LUXEMBOURG ™
CHL LI i2n Il l" I"
G e l ®

Instrument

Work Productivity and Activity
Impairment questionnaire (WPALIBS)

European Health Literacy Survey
Questionnaire (HLS-EU-Q16)

Depression Literacy Questionnaire (D-Lit)

Patient Activation Measure-13 (PAM-13)

Bochum Change sheet 2000 (BVB-2000)

Anxiety Control Questionnaire (AKF)

9-item European Heart Failure Self-Care
Behaviour Index (EHFScBS)

Atlanta Heart Failure Knowledge Test
(AHFKT)

Brief Symptom Inventory (BSI)

Alcohol abstinenceself-efficacy
questionnaire (AASE-G)

OF HEALTH

RESEARCH DEDICATED TO LIFE



The Measurement Hurdle?

Evaluation Relatively new focus within the digital
Framework health evaluation landscape.

Broad Some domains are broad and multifaceted
Domains (e.g., "Coordination of Treatment Processes").
Standardized For some pSVV outcome categories, validated
Tools outcome measurement instruments are lacking.
Evidence pSVV evidence can be more challenging to
Generation generate > less clear path to reimbursement.

LUXEMBOURG

A L RN
INSTITUTE et
OF HEALTH » ses

| |
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The Real Value of pSVV

Failures of care delivery

ﬂ Failures of care coordination
o

Overtreatment

Up to a FIFTH of

health spending in Administrative waste
OECD countries is
at best ineffective
and at worst,
wasteful*

Pricingfailures

Fraud and abuse

Patients do not receive theright care
Benefits could be obtained with fewer resources

Resources are unnecessarily taken away from patient care

*OECD (2017), Tackling Wasteful Spending on Health, OECD Publishing, Paris

Y ©

pSVV’s have potential for long-term cost
savings and improved health outcomes.
Economic value hidden in patient
outcomes

U Undervalued potentialin healthcare
efficiency

Challenge in quantifying economic
benefits of pSSVs

LUXEMBOURG
CHL I_ I INSTITUTE

A
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Conclusion: The Path Forward

Quantify Impact:
O Standardize methods to measure pSVV's healthcare

outcomes and economic benefits.
RWD/RWE:
O Promote novel study methodologies.

Reimbursement:
O Rethinking reimbursement models to reward patient- /-
centred innovation. !
Engagement:
O Greatersupport for DiGA developers targeting pSVV
outcomes.

O Engage all stakeholdersin all phases: development,
testing, policy dialogue.
Harmonisation:
O International harmonisation of best evidentiary practices

LUXEMBOURG cesees
CHL L | INSTITUTE MR BIR | oocees

A
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THANK YOU

Liyousew BORGA
Postdoctoral Fellow: Digital Medicine Group

liyousew.borga@lih.lu

For more information visit: wwwe.lih.lu

Join us on social media:


http://www.lih.lu/
https://twitter.com/LIH_Luxembourg
https://www.youtube.com/channel/UCXIbHs_8ShuLVdPYa0_wyag
https://www.facebook.com/Luxembourg.Institute.of.Health
https://www.linkedin.com/company/lih-luxembourg
https://www.instagram.com/lih_luxembourg/
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LAB E L2 Adopting CEN-ISO/TS 82304-2 and a trusted EU mHealth label for a single market that enables patients, citizens, health professionals,
E N AB L E ké’ systems and authorities to benefit from a healthy supply of useful apps.

Challenges and
recommendations for the
reimbursement of health apps

Tatjana Prenda Trupec, international expert (OptimIT)

Label2Enable 4th Roundtable on Health Apps from Health Authority Perspective

March 21, 2024

RN Funded by the
3 European Union

Mar 21, 2024



LABEL?2 I Percentage of Member States that reported at least
ENABLE one government-sponsored mHealth project

100

- I
91% of WHO EU
- Member States (38 out

of 42) reported having at least
one government-sponsored
mHealth programme.

40

Percentage of Member States (%)

20
from Toni Dedeu’s presentation
for the 3rd roundtable on the
reimbursement

The ongoing journey 0

to commitment and gouthermn  morthern EUZT Tota ezstern we stem wes termn of health apps Feb 13
transformation

Digital health in the Europe Europe Burope Europe A3
WHO European Region

20m (m=13} (n=8] (n=2 3} (n=42} (n=7) (n=6) (n=5]

https://cdn.who.int/media/docs/librariesprovider2/data-and-evidence/english-ddh-
260823 _7amcet.pdf?sfvrsn=4c674522_ 2&download=true

Funded by the

European Union Mar 21, 2024




product

abundance of apps

CE marking
Al, including equity
clinical evidence

patient safety

data security

sustained use

evolving nature

smaller countries/languages:
- lack of HTA body
- other priorities

- market influence
/ capacity

place

people

device ownership
platform availability
internet access
affordability / SES
language / translations
cultural sensitivity
disability

literacy

hcp support equ i ty

trusted assessment
trusted recommendations
comﬁlemem to in person care trust

skills / training

payment

existing budgets

(financial) incentives

not EU but national responsibility
copy paste front runners not feasible
regional/municipal healthcare

regulation

standardisation

uptake in clinical guidelines

scope
requirements
maintenance

asgessment framework

policy

fit existing scheme: e.g. product/pathway
tariff when not yet proven

cogtribution patient (vs equity)
‘unding mechanism

health /wellness
financial incentive hcp

\ funding scope
substitution

transformation costs

business model hospital

cost effects

assessment costs

investor interest

infrastructure

time constraints
disruption workflow
interoperability

cgre pathway integration

what is sufficient evidence
assessment methods
when to reassess / surveillance

I assessment scheme

awareness roles and responsibilities
predictability outcome

rigor / scoring mechanism
tfansparency process

procedure / process

Challenges

why
are health
and wellness

apps rarely

reimbursed
2




LABEL?2 I Current EU legislation on the reimbursement of
ENABLE L health apps

Reimbursement of apps in the healthcare sector is not regulated at
EU level

Why?
Public Health is a shared competences (Art 168 TFEU)

©®© Member States define and deliver healthcare, including allocation of

resources
© EU’s actions are complimentary, focusing on cross-border aspects

and harnessing new technologies for the benefit of efficient health
systems

from Petra Willson’s presentation for the 3rd roundtable on the reimbursement of health apps Feb 13

B Funded by the

2 European Union Mar 21, 2024




LABEL2 Reimbursement models are defined by national law
Existing approaches selected markets — as reported by EFPIA*

ENABLE

Country

National value
assessment
framework

National
reimbursement
pathway

Available funding
mechanisms

Belgium

DTx clinical and/or
socioeconomic value
evaluated through
Validation Pyramid

Apps in Level M3 of
Validation Pyramid
reimbursed by payers

Centralised funding
for mHealth apps

Germany

DiGA process:

Standalone DTx evaluated

by BfArM

DiGA process:
All listed DIGA are
reimbursed

GKV-5V centralised
funding for DIGA

France

Apps in Level M3 of
Validation Pyramid
reimbursed by payers

Centralised funding
for mHealth apps

*https://www.efpia.eu/media/677347/improving-access-to-digital-therapeutics-in-europe. pdf,

European Federation of Pharmaceutical Industries and Associations

from Petra Willson’s presentation for the 3rd roundtable on the reimbursement of health apps Feb 13

Funded by the
European Union

Mar 21, 2024



https://www.efpia.eu/media/677347/improving-access-to-digital-therapeutics-in-europe.pdf

LABEL2 Reimbursement models are defined by national law
ENABLE Existing approaches selected markets — as reported by EFPIA*

Country National value National Available funding
assessment reimbursement mechanisms
framework pathway

A Covered by individual
health insurers
-
Metherlands

r Evidence of limited
<¥ regional reimbursement
Spain

A

w

Sweden
AR MICE has developed Can be funded
= 1S evidence standards locally by Integrated

framework for digital Care Systems
UK

health technologies

*https:/mwww.efpia.eu/media/677347/improving-access-to-digital-therapeutics-in-europe. pdf,
from Petra Willson’s presentation for the 3rd roundtable on the reimbursement of health apps Feb 13

Funded by the
European Union

Mar 21, 2024



https://www.efpia.eu/media/677347/improving-access-to-digital-therapeutics-in-europe.pdf

LABEL2
ENABLE

EE:

%

WHO European Member States:
most important barriers to mApp
integration into clinical practice *

Funded by
the European Union

Recommendations for the reimbursement of health apps

Results of three 3-hour roundtables in 2023/2024 with 135 participants from 34 countries, focussing on 1) EU Member States’ challenges in reimbursement of health apps,
2) multi-stakeholder solutions to these challenges, and 3) Member State decision-makers’ perspectives.

1. Value

Acknowledge apps can do things that pills can’t (and vice versa). Approximate with key stakeholders the added value of apps for health, public health and care (e.g. for health
literacy, healthy behaviours, early diagnosis, personalized shared decision-making, self-management, remote consultations, symptom monitoring, multidisciplinary care delivery,
treatment adherence, recovery, efficiency, primary and secondary use of (big) data), suggest accepted endpoints for studies and revisit this effort periodically.

2. Focus

Identify which (packages of) types of apps or their functional components for which health issues and which patients, and if applicable integrated in which care pathways are likely
to add value. Prioritize these apps according to value added and explore existing policy goals, political support and day-to-day challenges. Start small, consider a pilot and assess
the need for changes in or additions to policies and legislation.

3. Govern

Establish who or more
specifically which
multidisciplinary
collaboration within or
beyond the health authority
is responsible for
policymaking, evidence
generation, innovation
promotion, assessment,
reimbursement,
transparency, education
and transformation (data
usage). Manage change.

Overall health app quality score

[}

(72% of European Member
States (MS) lack regulatory
oversight entity for mApps)

9. Measure to scale

4. Create

Enable manufacturers,
clinicians and researchers
to achieve more
evidence-based, effective,
value-adding apps and care
pathways. Use adequate
outcome measures to
quantify the (potential)
value of individual health
apps and blended care
pathways, and study how to
create, capture and
measure it. Harmonise
accepted endpoints,
comparators etc. where
possible.

Healthy and safe

6. Inform

Ensure intended users and
prescribers are aware of
and able to easily access
positively assessed
value-adding apps (e.g.
quality label in app stores
and frequently used trusted
sources).

5. Assess

Determine quality
requirements, assessors
(internally and/or trusted
third parties), assessment
methods and what is
sufficient evidence.
Consider the trusted
EU-initiated global
CEN-ISO/TS 82304-2
framework as a basis,
adding country specific
requirements on top, to
increase health system and
manufacturer efficiency
and avoid a duplication of
efforts.

Secure data

[

o | =

Health apps
library

61% MS: lack of evidence
effectiveness of mApps in
clinical practice

77% MS: lack of a
trustworthy source to
access effective mApps

75% MS: privacy, security
(15% MS reported
evaluating mHealth)

7. Fund

Allocate funding for
value-adding apps and / or
related blended care
pathways. Consider
innovative payment
models, transparent
criteria, and incentivizing all
stakeholders involved
(manufacturers, users,
prescribers, providers) to
achieve equitable
sustainable use of
value-adding apps at scale.
Have pricing reflect the
added value and needed
investments.

WHO: evaluations should
inform investment and
implementation decisions

8. Transform

Create the environment in
which quality apps can
deliver value: integrate into
clinical guidelines,
pathways, prescription
practice, and care delivery.
Educate and support health
professionals and citizens
to increase digital literacy,
attain equitable sustained
app use and capture value
of data. Enable internet
access, interoperability and
safe data exchange with
EHR systems. Use
standards.

Easy to use

73% MS: lack of patient
digital literacy

Identify key value indicators and measure and present value transparently. Realise that the measurements will only reflect the attainable value when apps are quality-proven
effective, where applicable integrated into care pathways, if users are sufficiently enabled, if the resulting data is used, if appropriate outcome measures, scope, comparators are
utilised, etc. Explore, again in a multi-stakeholder effort, what are the promising next steps to capture the attainable value of health apps.

1 WHO European Region (2023) The ongoing journey to commitment and transformation — Digital health in the WHO European Region 2023
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