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Eﬁﬁgt% Agenda — 3rd Roundtable on reimbursement of health apps

Part 1. Introduction 09:30 -10:20
a. Petra Hoogendoorn, Leiden University Medical

Center (LUMC)
b. Antoni Dedeu, Senior Advisor in

Integrated Primary Health Care, WHO Europe
Ole Gjerrestad, Policy officer DG SANTE
d. Petra Wilson, HIMSS Break

5min

(@)

Part 2. Decision-makers’ perspectives on the reimbursement of health apps 10:25 - 11:15

a. Carrie Cranston, Digital Programme Manager, NHS Humber and North Yorkshire
Integrated Care System

b. Sinisa Varga, former Minister of Health and former Director of the National Health Insurance Fund in Croatia

C. Jordi Piera Jiménez, Director of the Digital Health Strategy Office at the Catalan Health Service

d. Henrique Martins, Professor, ex. President of the Board of eHealth authority Ministry of Health Portugal

Part 3. Discussion 11:15-12:30
a. Tatjana Prenda Trupec

moderating
b. Petra Hoogendoorn, Leiden University Medical Center (LUMC)
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Part 1. Introduction

a. Label2Enable (and) recommendations on the reimbursement of health apps
b. Strengthening health systems by recommending and prescribing health apps in PHC
c. Towards the European Health Data Space

d. What is the role of EU level legislation in the pathway to health and wellness apps
reimbursement
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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 NAB L E k&’ systems and authorities to benefit from a healthy supply of useful apps.

a. Label2Enable (and)
recommendations on the
reimbursement of health apps

3rd roundtable on reimbursement and payment of patient / citizen-facing health apps —
February 13, 2024
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LABEL?2 V)

enaBLE 2] how to distinguish a ‘good’ health app?

App Store Preview

mySugr - Diabetestracker-log

Suggesties voor jou

Dexcom Clarity Glycemische index. Glucose Blood Sugar Diabetes:M LibreLinkUp Diabeto Log Diabetes

Geneeskunde Diabetes Tracker Geneeskunde Geneeskunde Logboek
Geneeskunde Geneeskunde Geneeskunde

Q109 .-

DARIO DROP

Glucose Buddy Dario Health iHealth Gluco-Smart One Drop: Better Health  iHealth Myvitals Klinio: Diabetes
Diabetes Tracker Geneeskunde Gezondheid en fitness Today (Legacy) guidance app
Geneeskunde Gezondheid en fitness Gezondheid en fitness Gezondheid en fitness

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:

A
[ J
T e

Glooko - Track Diabetes ~ Sugarmate | Diabetes- Glucose tracker++ Diabetes Food Tracker Carbs & Cals: Diet & DiabetesPal Eval uatlon Of mental health app StO re qual |ty
Data tracker Geneeskunde ~ Fittur Diabetes Geneeskunde .
Geneeskunde Geneeskunde Gezondheid en fitness Gezondheid en fitness Clal ms

Singh et al (2016) Many health apps target high-
need, high-cost populations, but gaps remain

) O ]
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LABEL?2

EnaBLE |2 the context: EU policy

= The Green Paper on mobile health (2014) addresses the potential benefits and risks of health apps,
guestioning 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
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LARELZ Y| ‘the EU Energy label but then for health apps’

Egészségiigyi alkalmazas Drapeau Label qualité pour appli Bandiera Marchio di qualita Flag eller Sundhedsapp

Health app quality label mindségi cimke ou logo de santé o logo dell'app per la salute logo kvalitetsmaerke

Alkalmazas neve IcBne de Icona ; App
daltapp | Memedellapp o App navn

=il
atfor : A Platforms
L

d e FEES abri I y

Name app mant

Benefit of the app

rio prima

Healthy and safe Egészséges és biztonsigos Saine et siire Sano e sicuro Sund og sikker

Kénnyen hasznalhaté Facile & utiliser Facile da usare Let at bruge

Secure data Biztonsagos adatok Données sécurisées Dati protetti Sikrer data

g ¢ @ e

Robust konstruktion

Punteggio di qualita complessivo dell'app per

app quality score Score global de qualité de I'appli de santé la salute Samlet kvalitetsscore for sundhedsapp

=]

Easy to use

Robusztus felépités Design robuste Costruzione solida

- -

on [date p tjiekket den [dato|

n

<" Funded by the
«.+~  European Union



Eﬁﬁﬁt%. health app quality report — first draft

Healthy and safe

Health requirements
Flag or

Intended users Person suspect of
logo

Health app quality label

Age restrictions clear? 18+
Health issue(s) / need(s) 1CD-10 code? 150,- heart failure
Intended use Diagnose

A
Assessed if medical device? MDR class IIa (CE 1234) pp name

Hcps involved?

Health risks ‘
Health risks analysed? d Name app manufa

Control measures?

Residual risks acceptable? Benefit of the app

When approval hcp before use If pregnant this app [intendec
Users made aware of risks?

Process safety concerns?

Healthy and safe

‘E’thics I %

Ethical challenges assessed?

App approved by ethics board? Date and name ethics board? Easy to use

Health benefit Secure data

Health benefit description g"'th this app, persons suspect of
ea @
o

Made aware of health interventions? Health intervention? -
Robust build

[: ] Made aware of all financial costs?
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https://www.figma.com/proto/MhHYNTsEuE9avSy8UgBb3L/Report?page-id=131%3A936&type=design&node-id=131-937&viewport=1795%2C542%2C0.5&t=sZpEyZuRsQU5omDP-1&scaling=scale-down&starting-point-node-id=131%3A937
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5 jaar garantie

(91)

Siemens WM14N295NL
iQ300 extraKlasse
wasmachine

577,- Adviesprijs 759~

¢ Vulgewicht 8 kg
¢ max. 1400 toeren
e 72 dB centrifugeren

D Vergelijk product
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EU Energy score

— o R
Ariel Allin1 PODS cadeau

(M
Whirlpool FFDBE 9638
BCEV F wasmachine

497,- Adviesprijs 629~
v/ Op voorraad

* Energieklasse D

¢ Vulgewicht 9 kg

* max. 1600 toeren

¢ 85 dB centrifugeren

D Vergelijk product

Black Friday Deal O

(84)

AEG LS8FEN96CAD OKOMix
AutoDose wasmachine

866,- Adviesprijs +329-
v/ Op voorraad
A

1
G

* Energieklasse A

* Vulgewicht 9 kg

* max. 1600 toeren

* 76 dB centrifugeren

D Vergelijk product

Black Friday Deal

Miele WED 174 WPS
wasmachine

1.379,-
v/ Op voorraad

1

* Energieklasse A

¢ Vulgewicht 9 kg

* max. 1400 toeren

¢ 70 dB centrifugeren

D Vergelijk product
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EU Energy label

Siemens

o] B

Siemens'
iQ300 ext
wasmach

—_— 4

e Energiek
e Vulgewic

62 kWh/@

e max. 14
e 72 dBce

D Vergelij

& O [

8.0 kg 3:29 43 L
N =)
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+10Z/6102

rren

Black Friday Deal O

(84)

AEG LS8FEN96CAD OKOMix
AutoDose wasmachine

866,- Adviesprijs +329-
v/ Op voorraad

A
1
G

* Energieklasse A

* Vulgewicht 9 kg

* max. 1600 toeren

* 76 dB centrifugeren

D Vergelijk product

Black Friday Deal

Miele WED 174 WPS
wasmachine

1.379,-
v/ Op voorraad

1

* Energieklasse A

¢ Vulgewicht 9 kg

* max. 1400 toeren

¢ 70 dB centrifugeren

D Vergelijk product



Eﬁf\gt%ﬂ EU Energy product information sheet

An official website of the European Union How do you know? v

n European I @ English
Commission

EPREL - European Product Registry for Energy Labelling

Home > Washing machines > 335652

Washing machines

COMMISSION DELEGATED REGULATION (EU) 2019/2014 with regard to energy labelling of household washing machines and household washer-dryers

Siemens

WM14N295NL

— General information m ENERG* E%
okt

A| Overall dimensions 85 (Height) x 60 (Width) x 63 (Depth) cm Stemens A
CE =
Energy efficiency Index (EEI) 68,6 _
%‘ Washing efficiency index 1,04 G
8 Kg Rinsing effectiveness 4,5 gkg
Energy consumption [per cycle, eco 40-60 programme] 0,624 kwh _
Weighted energy consumption [per 100 cycles, eco 40-60 programme] 62 kwh _
Water consumption [per cycle, eco 40-60 programme] 43 litres
, - . ) - 62 «wh / @
Maximum temperature inside the treated textile (Rated capacity) 44 °C
i insi i C .
Maximum temperature inside the treated textile (Half) 37 @ &
Maximum temperature inside the treated textile (Quarter) 23 °C =y 0
8,0 kg 3:29 43 L
Weighted remaining moisture content 52 %
Qnin enoad (Ratad ranacitu\ 1 40N rom ; |7—id/s‘ )))
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ENABLE EU Energy label: drives quality improvement

100% 6%
14%

80% -
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66%
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67%
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—1%

2007

32%
41%

52%

66%

64% 75%

59%
50%

72%

37%

18%
T% 8% 2% qep . 4% 2%
2008 2009 2010 2011 2012 2013 2014

refrigerator sales
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Eﬁﬁgt% EU Energy label: creates multi-stakeholder impact

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/y 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

L]
- European
Cormmissim
q

Saurce: Ecodesign impact Accaunting 2020

Funded by the

European Union Feb 13, 2024




LABEL?2 vl

ENABLE EU Energy label: beyond the EU

Japan
25 Labels

18 Labels g==—= ==

Nigeria .'-;e " ‘\ ‘Philippines
Slabels . \ W, 15 gbels
Brazil 3 Labels Sewys.
10 TRBEE 3 Labels Indonesia
12 Labels
= -
= tina % - '
&N Fully aligned with EU regulations-pending Labels == — v /
Fully aligned with EU regulations f = —_—
Il rully alig g S m &
- Strongly aligned with EU regulations - No or little alignment with EU label - European Union
Some alignment with EU regulations Country not analysed Regulations under development

Funded by the

European Union Feb 13, 2024




Eﬁf\gt% ISO/TS 82304-2 helps choose, deliver and review apps

Comprehensive For wellness and medical device apps, not duplicating the work of notified bodies
Flagor Health app quality label
logo
) Evidence-informed Inspired by the EU energy label: used by 85% EU consumers and in 59 non-EU countries
égﬁ App name
— Inclusive Label tested with people with low health literacy
[ Informative Score, label and report communicate quality in a glance to the needed detall
Benefit of the app
g irismhefibe Voo A Proportionate At most 81 questions, of which at most 67 score-impacting yes/no questions
1, By s
Healthy and sate Testable Yes-answers require evidence to be assessed by accredited app assessors
Yo B A
Eroy o se - Relevant Assessment framework founded in a Delphi study with 83 experts from 8 stakeholder groups

Secure data

Maintained

ERm L CENELEC prlo

Overall health app quality score

c|e

App checked on [date,

https://ec.europa.eu/commission/presscorner/detail/len/MEMO_19 1596
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Eﬁﬁgt% EHDS — alignment Annex |l

Annex Il

1. General requirements
1.1. achieve the performance intended by its manufacturer and designed and v
manufactured such that, during normal conditions of use, it is suitable i

il
for its intended purpose and its use does not put at risk patient safety. o=
1.2. designed and developed that it can be supplied and installed, taking into
account the instructions and information provided by the manufacturer, without
adversely affecting its characteristics and performance during its intended use.
1.3. designed and developed in such a way that its interoperability, safety and
security features uphold the rights of natural persons. S
1.4. designed and manufactured in such a way that interoperability and ——
compatibility are reliable and secure, and personal electronlc  health™
data can be shared with the EHR system - N
2. Requirements for mteroperablllty - >
3. Requirements for security —

Funded by the

European Union Feb 13, 2024

Healthy and safe

Easy to use

Secure data

Robust build
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LABEL?2

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 2794

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
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Eﬁﬁgt% should the government review and rate health apps?

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

respondents
" Yes

Government should
pay another
organisation to review
and rate apps

396 (32%)

® No

Rl Funded by the
. European Union Feb 13, 2024
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choosing a 'good' health app is difficult

Lack of knowledge of

effective apps Sl e
Lack of trusttvg:lrct:gss‘;o:pr;t: 96 254
Gital horacy ¥ B8
ckofptent 33 39
Lack of undz;s;::;l;_rﬁ 3 52
kot 0 a9
ek of accese B First biggest barrier

to mobile devices

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

Feb 13, 2024
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1228

respondents
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European Union

trusted advice to choose a health app

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

Feb 13, 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

Mone of the above

Feb 13, 2024
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118

respondents

AR Funded by the
EPS European Union

hcp willingness to recommend health apps

5,4

Prevention

Scale 1-7

Feb 13, 2024

5,7

5,1

Self-management
No-label ~ Label

9,3

4.6

Healthcare



LABELZ[] hcp willingness to recommend health apps
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i 5,7
11

5

respondents '
4
3
2
1
0

Low SES High SES
Scale 1-7 mNo-label = Label
g Funded by the Feb 13 2024
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delivering a ‘good’ health app is difficult
l @ mHeaIth ® | @ Q deprss em,dd") )rzcz E

The Fast-Track Process for Digital

HO/T dalusi onal Ministry of Healt Health Applications (DiGA)
o ‘ N - ' ' e according to Section 139e SGBV
ASSESSMENT FRAMEWORKS facturers,
k R ‘ kalmeda + Levidex MY SEVEN

LABEL?2
ENABLE

PRIiOVi - E“ Selfapy)| | Selfapy) Selfapy) Selfapy) | Selfapy

Early access to
reimbursement for
digital devices (PECAN)

mHealth Hub (2022) Health App Assessment Frameworks

Funded by the
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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 equity

trusted assessment
trusted recommendations
com(\emem 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

asslessment framework

policy

fit existing scheme: e.g. product/pathway!
tariff when not yet proven
co%nbutlon 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

cgfe pathway integration

what is sufficient evidence
assessment methods
when to reassess / surveillance

assessment scheme

awareness roles and responsibilities
predictability outcome
rigor / scoring mechanism

tJansparency process

procedure / process

why
are health
and wellness

apps rarely
reimbursed

?




Eﬁf\gt%ﬂ draft recommendations for reimbursement of apps

10.

Govern — Establish governance: who within the health authority is responsible for exploring and decision-making on assessment and reimbursement of health apps?

Value - Acknowledge apps can do things that pills can’t and vice versa. Both in their own way potentially contribute to health, wellbeing and can impact citizen, patient, carer and overall burden of the
health system. Assess both the positive value and potential adverse effects or risks of apps, whether integrated in hybrid care pathways or not, for your public health and health system, now and in the
future. Examples may include advances in prevention, early diagnosis, patient self-management, treatment adherence, health literacy, health professional efficiency, cost-effectiveness, primary and
secondary data. Adverse effects, for which assessment can be a mitigation, may span privacy and security, regulatory compliance, user engagement, disparities, and technology lifetimes.

Focus - Identify types of apps that can deliver this value for specific health issues in which care pathways and if applicable for which types of patients. Evaluate these apps for potential payment or
reimbursement in these care pathways.

Assess — Establish a framework for assessing health apps through internal processes or outsourcing. Consider incorporating a trusted EU framework within your own additional national requirements,
creating an accelerated more efficient assessment. Ensure the assessment results are easily accessible, also to patients and citizens (e.qg. label in frequently used trusted sources).

Create - Create the environment in which apps can deliver value. Integrate properly evaluated high-quality health apps in care pathways to maximize their value and facilitate potential substitution or cost
reduction. If the value requires a role of a health professional, fund that role. Facilitate and provide incentives for industry to deliver quality products, addressing present and future needs. Ensure that
reimbursement rates consider added value, quality, societal benefits, investments needed to acquire the indicated evidence, sustained equitable use, seamless integration of app data in EHRs, etc. and
enable further investments to meet future demands. Set up the needed infrastructure. Enable interoperability and safe data exchange between EHR systems and patient-facing health apps. Use
standards.

Fund — Foster reimbursement of quality apps, making them part of a new normal and accessible to all. Allocate related funds, consider innovative payment models, and explore need for further policies.

Specify - Recognizing that if you judge an app by its ability to be a pill or vice versa we will believe either one is stupid, explore and communicate appropriate outcome measures and potentially also
comparators (standard of care, if possible with an EU perspective, waiting list, other digital / hybrid care) and scope to consider (e.g. wider value of behaviour change and literacy) to capture the true value
and thus make adequate decisions on initial and final reimbursement. Consider that beyond individual benefit, apps can progress societal benefit with the data they produce for secondary use.

Enable — Promote the education of health care professionals (medical school, post-graduate, Massive Open Online Courses, also by professional societies and manufacturers). This education should
include how to analyse app data to safely capture the value of data in primary use and ultimately secondary use. Educate citizens and patients on benefits and risks associated with health apps and how
to recognise trusted sources.

Support — Co-create a support role for patients and consumers similar to pharmacists for drugs and consumer organisations for consumer products, alongside efforts from manufacturers to create easy to
use apps and of insurers and hcps to require and reward such ease of use. Involve professional societies to provide guidance for health professionals on how to identify apps to recommend and their
recommended use, also in relation to other health interventions. Integrate this guidance in regular clinical guidelines.

Measure —Measure value transparently. Publish reports and explore what else needs to be arranged to capture the attainable value of health apps. Enable and incentivise such results. Realise that
without quality apps, integrated in care pathways, users trained and resulting data being used, adequate outcome measures and ditto scope, etc. the measurements do not reflect attainable value.

Funded by the
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ENABLE reviewing a health app is difficult too

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 Feb 13, 2024




LABEL?2 V)
ENABLE

common practice — comparison

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

82304-2 requirement

impact:
adoption, uptake and use

basis, method, skills,

evidence definition fits
stakeholder needs?

subject matter expert:
to evolve the scheme

rigor scheme:
robust

outcomes consistent?
process efficient?
documentation self-
explanatory?

harmonised assessment scheme

rationale assessment:
most relevant

least relevant

reassessment:
to address iterations

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

method assessment:
most efficient

1. trusted existing
assessments?

2. trusted tooling?

3. manual assessment?
4. expert assessment

least efficient

rigor assessment:
consistent, predictable

sufficient evidence
definition (pass / fail)

skills assessor:
adequate

training

requirements
to execute

assessment
methods?

Funded by the

European Union Feb 13, 2024

3rd roundtable on reimbursement and payment of patient / citizen-facing health apps
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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 societal benefit
= DigiHTA (FI)

= PECAN (FR)
* Leidraad (NL)

AR Funded by the
EPS European Union
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PROPOSED ASSESSMENT DOMAIN

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

1SO 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.

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.

Feb 13, 2024

Secure Data

Robust Build

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.

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

= reduced assessment
If already an 82304-2
label

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




LARELZ[Y] testing the scheme: 5 CABs, 3 rounds, 24 apps

W ORCHA

. BAASBOX 3 apps

&

12 of

14 apps
assessed

assessed

7 apps

Al Funded by the
IS European Union
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46

health systems

41
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Cost per app
assessment
(paid by your organisation)

Time it takes until

Assessment A

1,000 Euros per assessment

Results available in

assessment results 6 months

become available bbby hubhy ghubach

fonce oll opp-related o

evidence has been JAN | | FEB | |MAR

submitted to the giagir gi e Bn gy 3
nt 00 w ' VA 'y VoA VN

the developer) APR| |MAY| | JUN

Re-assessment Re-assessment

frequency every two years

(assume that your

organisation does not pay

for re-assessments) 2years :

Percent of your peers 50% of your peers

who recommend the

assessment

(as per a survey conducted
ocross organisations similor
to yours)

Increase in the
willingness to
recommend/use
health apps among
healthcare
professionals and the
public

(as a result of trust in the
assessment)

Feb 13, 2024

recommend the assessment

Results in a moderate
increase in willingness to use
health apps

+

Assessment B

2,000 Euros per assessment

Results available in
1 month

JAN

Re-assessment
every year

90% of your peers
recommend the assessment

Results in a large increase in
willingness to use
health apps

+

n
=
@
o

S
o
>
o

o
o
o
©

=

>
©
o
=
b
o
L

Cost per app
assessment
(paid by your
organisation)

Time investment
made by your
organisation

{to coliate opp-related
evidence for the
assessment)

Time it takes until
assessment results
become available
(once your organisation
has submitted oll opp-
reloted evidence to the
assessor)

Impact of the
assessment on
clinical care uptake

of your app
(if the results meet

Integration of
assessment results
into Google Play and
Apple App stores

Increase in
willingness to use
your health app(s)
among potential
customers

(as o result of trust in the
assessment)

Assessment A

2,000 Euros per assessment

40 hours invested by your
organisation

Results available in
3 months

o b A b b U0

Results in app integration into
care pathway guidelines and
app reimbursement/
procurement

& -
Option to prominently display
assessment results in app

stores and prioritisation in
search result rankings

QR i

Results in a moderate increase

in willingness to use your
health app(s)

+

willingness to pay for health app assessment

Assessment B

1,000 Euros per assessment

10 hours invested by your
organisation

lion

Results available in
6 months

A b b b o b b

- - R - -

[aee]
Results in app integration into
care pathway guidelines but

not in app reimbursement/
procurement

No option to prominently
display assessment results in
app stores and no impact on

search result rankings

Results in a large increase in
willingness to use your
health app(s)

+[%][][]
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EnABLE 2| Willingness to pay

health app
12.000 € kdevelopers y
10.000 € “
8.000 €
6.000 €

4.000 € { { w

2.000 € I I I I [

Decrease of Developer time Developer time  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 increasein

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

Feb 13, 2024
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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 willingness to use willingness to use
1 month 50%) of peers 50%) of peers year two years assessed apps assessed apps

- Eﬂ?gsga?]ydzfon Feb 13, 2024 3rd roundtable on reimbursement and payment of patient / citizen-facing health apps 34




IEﬁREt% multi-stakeholder success in 5to 10 years
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y’@ World Health Strengthening health systems by

\ ) e ) Ay _
R !A‘/ Organization recommending and prescribing health apps in
rcionaorriceox EUTOPE PHC

Toni Dedeu

Senior Advisor on Integrated Primary Health Care
WHO European Centre for PHC
WHO EURO

LABEL2ENABLE

3" Roundtable on reimbursement and payment of health apps

13t February 2024




The Mobile Phone “Revolution” - 2000-2016

Mobile-cellular telephone subscriptions




Overlap of Problem and Possible Opportunity

Maternal & Neonatal Mortality World Map

©2022 Worldmapper.org



10+yrs of stewardship of Digital Health “experimentation” to "transformation”

LLASSIFICATION OF ' '

DIGITAL HEALTH RECOMMENDATIONS

INTERVENTIONS .1 O ON DIGITAL

Ehebiib i e INTERVENTIONS

R — FOR HEALTH SYSTEM
—_———— STRENGTHENING

W= Glotal strategy
on digital health
20202078

FEFFEE FEeE
== _ o L)
' e V%
O p L1 ) I R O P10 ) 1 R G W Ty [ - [ —— O 2020 - O 2023 -
ITU & WHO National World Health Assembly (WHA) WHO Guidelines: Global Strategy on Global Initiative on
eHealth Strategy Resolution on Digital Health Recommendations on digital Digital Health 2020 -  Digital Health
Toolkit Formation of Global Digital Health interventions for health system 2025 Global Digital Health
Partnership (GDHP) strengthening Digital Health Certification Network
A ’ Investment P
WHO Classifications of Digital Digi Global Initiative on Al
gital Health Atlas
Health Interventions Implementation for Health
Guide (DIIG)
DH Classifications v2.0
Global DH Monitor

/,/f >.\ woria ,) Lyl !MM)
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WHO European Region —

Geographical scope

WHO European Region
53 countries

Population
881 million




Declaration of
Astana 2018

Priority on Primary Health Care (PHC)
Holistic view of health and wellbeing
Emphasis on community engagement
Multisectoral policies for health
Integrated health services for resilience
Universal health coverage (UHC)

Commitment to better health outcomes

The comprehensive approach and expanded roles
in multi-disciplinary teams within PHC

Greater integration of PHC and public health

WELL-BEING

World Health = g my:m&umﬁzl' p:nwcm
Organization 2279 A health services

European Region
Source: WHO 2018




Digital Health and UHC

Science:

Epithelial gells
defy fate~ %=
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Prioritizing integrated mHealth
strategies for universal

health coverage
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* ACCOUNTARILITY COVERAGE the proportsan of thoss i the tanget populstion known snd regutered i

the heslth systerm

ACCESSIRILITY AND AVAILARILITY OF SESVICES includey ersuring svadsbeiity of commoodities,

and haman and isiey tn health facd

© CONTACT COVIRAGE mum*mmmmmmmu

seraces among the tarpet populston

”r TIOBUS COVERA € (e €x20nt 10 whvch chents rocewe the full courss of

cmoriee Mo sk 2€

Health system needs for universal health coverage.

HEALTH SYSTEM CHALLENGES
LIMITING UHC FOR TARGET POPULATION

POTENTIAL
FOR
DIGITAL
HEALTH
INTERVENTIONS

CONTINUOUS COVERAGE
The extent to which clients receive the full
course of intervention required to be effective

DEMAND

CONTACT COVERAGE

Proportion of clients who have contact with
relevant facilities, providers and services among
the target population

AVAILABILITY OF COMMODITIES AND EQUIPMENT

Ensuring availability of commodities ond equipment

porcsssannsnnnen

SuPPLY

ACCOUNTABILITY COVERAGE
AccountapitTy LN

HEALTH SYSTEM GOAL



PHC strengthened with integrated digital
solutions

Remote service
delivery

Telemedicine &
Telehealth

Talehadalth and telemeadicing
solutions groundead in PHC

Tools to identify
high risk and
vuilnerable

Fopulation health
rmanagement and risk
stratification tools

l World Health
l}fg.mi:.!tiun
» Erops

Interprofessional
EHR

Sharaed alectronic inter-

professional medical records Lo

support multi-disciplinary PHC

SELFFMANAGEMENT

Digital sell-managemesnt
tooks and technologies



Bringing services closer to people

N

Face to
face: facility

y Face to
People’s & face: mobile

needs = _a oom

L(

@@ World Health
%) Organization

European Region

(72X, World Health
w Organization

pe— Europe

How can multiple
platforms be
combined to reduce

Inequalities in access
to health care and
Improve quality?

45
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Organization

European Region

The ongoing journey
to commitment and
transformation

Digital health in the
WHO European Region
2023

Chapter 3. The pillars of transformation

Ties chapbor s dvede d snto sixparts

Part 1: the leaders — national dighital health governanoe

Precens the significance of national digital he alth strebegees and polces nun ocking
tihe potenial of digial health. This part of the chapter = niosmad by Straiegec
Franty 1 of the Digial Health Acton Ran for the ¥WHO Esropean Region 2023-2030
and foocuses on aseck ke acceschiity, qualty, =fety and efficency, n addtion
o health sfonmatson shamng and nieoperabisty. Addisonally, i emphasines ihe
rale of matonal gosenment sgenoes nosupervsng e uptake and appication af
digral healt, the aailabisty of fundng. and the promotion of healt beracy and
digital inciusian

Part 2: the lifelines - electronic healthrecords (EHRS)

Came s foreard the dsoussonan EH8s, touching upan e spe ciicties of ther use
and m phemen ation

Part 3: bridging distances -teleheakth

D s imvin Hhe witilizaton and advancement of telehealth o= reioes in the faoe of the
recETt panceTic. it exmaunds an e uoe of telenealth soroscidember Stes, renorting
annatonal strateges, eval@atons and bavers o lelehealth implemerriaton . & a=a
EwaTines the mpact o f e OOVED-19 pand emic an feimitistion o enhanos ment af
Telehealih servioex

Part 4: heabth In your hand s - mobile Health (mHealth) and mobile
heatth applications (mApps)

Desonibes the mie of mHealth and mApos n delneenng vanous hea bh servioes
it Zsoacons e reguiatory messures, challenges and mpacks of the pandemic on
e commenc ement or maarve ment of miH ealth z‘\.‘-\:csl

Part5: the powerof knowledge - big data and advanced analytics
for health

Reviewsthe employment of big data and sophisticated analytics in health services,
as well as the challangés and reguiations sumounding them.

Part&: sharing is caring - access to and sharing of data

Data assesses the approacheas Mamber Statas have employed to enable actass
to and sharing of health data, with a focus on privacy protection and control over
haalth data.

G7ARY, World Health
(&g gorcea
&% Organization

REGIONAL OFFICE FOR EU rope

Health in your
hands

Mobile health
(mHealth)
and
Mobile health
applications

(MApps)

46
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(72X, World Health
&Y Organization

Considerations to help move forward

1. Establish effective governance

2. Develop robust evaluation guidelines and increase digital health literacy
3. Ensure sustainable financing and collaboration

4. Address interoperability and standardise health data

5. Promote patient-centred care and digital inclusion

47



WHO European Region
53 countries

Population
881 million

WHO European Region
Member States by
Subregion

3/6/2024

%,

\\:'J? World Health
<3¢ Organization
REGIONAL OFFICE FOR Europe

For Member States of the WHO European Region the geographic subregions are as defined
by the United Nations Statistics Division and used in all United Nations publications and
databases

Subregion Member States

central Asia Kazakhstan, Kyrgyz Republic, Tajikistan, Turkmenistan, Uzbekistan
western Asia Armenia, Azerbaijan, Cyprus, Georgia, Israel, Turkiye

eastern Europe Belarus, Bulgaria, Czechia, Hungary, Poland, Republic of Moldova,

Romania, Russian Federation, Slovak Republic, Ukraine

northern Europe Denmark, Estonia, Finland, Iceland, Ireland, Latvia, Lithuania, Norway,
Sweden, United Kingdom

southern Europe Albania, Andorra, Bosnia and Herzegovina, Croatia, Greece, Italy,
Malta, Montenegro, North Macedonia, Portugal, San Marino, Serbia,
Slovenia, Spain

western Europe Austria, Belgium, France, Germany, Luxembourg, Monaco,
Netherlands (Kingdom of the), Switzerland



Member States with policies or strategies addressing

Percentage of Member States (%)

100

80

60

40

20

digital health and HISs, by subregion

M Stand-alone DHS (n=28) = DHSin national Health Strategy (n=16)
B Stand-alone HIS (n=21) M HIS in national Health Strategy (n=21)

central western eastern southern western northern EU27 Total
Asia Asia Europe  Europe Europe  Europe

(n=5) (n=86) (n=10) (n=14) (n=8) (n=10) (n=27) (n=53)

(7R, World Health
¥ Organization
REGIONAL OFFICE FOR Europe

S

DZS had developed a dedicated or
stand-alone DHS

116 reported that their DHS was

addressed within the scope of their
national health strategy or policy or
broader digital strategy

:|21 had developed a dedicated or
stand-alone HIS

121 HIS within a national health
strategy

49




Priorities
mentioned
in national
DHS by

subregion

3/6/2024

Percentage of DHS (%)
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80
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© Accessibility Information sharing ® Data access and reuse

A Collaboration O UHC

O spGs

® Emergency

QY World Health

=P
recionat ofrct on EU rope

Workers' digital skills
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central western eastern
Asia Asia Europe
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Use of EHR systems in primary, secondary C8Y organization
. rcouorrceon EUFOpE
and tertiary health care

EUszed routinely llUsed ooccasonaly B Enss but not used

100
I
3 a8
*  BO
in
% 80
E
1
=
L=
40
&
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E
- T}
£l
g 20
0

Primary care Secondary cane Tertiary care
(n=50) (n=48]) (n=4E)
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&Y Organization

Special funding allocation during the et

COVID-19 pandemic

outof 47/ responding Member States

\

34 reported having allocated

Special funding
to extend telehealth services during the pandemic

100

&0

&l

Percentage of Member States (%]

45 responding Member States

\

LA westen e sodhen weslen rorten B2 s 33 for data-sharing and
data interoperability platforms

Many Member States introduced new telemedicine services and schemes to pay for them, which
did not previously exist.

3/6/2024 52



mHealth projects introduced or improved
during the COVID-19 pandemic by type

B introduced Mimproved = Mo change to existing service | Don't know

40

30

20

Mumbear of Membear States

10

0
Maobile tele- Accessto  Appaint- Health Patient Surveillance Treatment
consultation EHR ments campaigns monitaring

sates Do ndl Know ™ respans es are indhuded in bsth numearatons and denaminalors: denaminatars oonsist of 1he numbas of
Werplbar Tigles whera the sandioes ware implemanad

3/6/2024

G7BRY, World Health
&9 Organization
L Urg

REGIONAL OFFICE FOR Europe
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Examples of digital technologies used in
the COVID-19 pandemic

OOV ID-18 conbaxt Exampis technobgies

Jareness, peeven on
and Fracking

= Aops and wehsites for sk communication and dissemination of

pubiic e ith information

= COVID- 19 dashbhaards, mapping and forecastng utiite s

= Socal meda-beced chatbots and anline community forums
+ Case managemant softeame for conda ot trading

= Dgital comtact tradng apps

* hfodemic management Daols

* ‘iolun tary reparting todks

+ Seif-management toos

Diagnoss, dagnodics
and therapoutics

= Symptom assessment appsand online utiites
* fi-based remote vital signs monfoang using devioss oF smartph one

T

* N-posered oomputerized tomograpbty imaging imerpretation ools
» Temperaiume- e d degno dic somening for barder oo el

Miana gement of
oomacts with the
haalth system

= {nline chat Fiage semvices

= Online or apg- beese d acoe s to polymerase chain resction test /

resulis

= Telehea th or telemedione wse in primary health came

Surge mmana gement
and protectan in
haspital settings

* hionsae cam unit ume simulation tods

= nvmmbory resouncs mapmng and suonly chan mansgement ook

+ Tdemed on & wse in irren Swe cae settings

* EHaxrming platiomns for health-care worker one maion

= Hobots flor dsntecion, soabon wad communcation and oompan-

ionship, and medical washe transfed

& ohun e dalahs on s

lesting and e osach

= Suppart to acoderaied testng mgimes
* Al suppart to 3 daptwe dimcal fials

Fiscowery and m-
establiment

* Smart vaconabon certificaies
= fugmented reality -based temperatuee monitanng in public spaces

o roer 1Y

3/6/2024

N\

G7BRY, World Health
&)Y Organization
P2 Urg

REGIONAL OFFICE FOR Europe

L Awareness,
prevention and
tracking

O Diagnosis,
diagnostics
and
therapeutics

4 Management
of contacts

with the health
system
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mHealth and mApps

&8T5 of Member States (38 gut
of 421 mported having at leest
0| Qo v m man -sponsoned
mHealth prog mmme.

{7 World Health

-3 Organization

S
REGIONAL OFFICE FOR EU rope

L(-,‘-{

Government sponsored mHealth
0
91% programme

Tha COMVID-18 pan demichad a significant positive

0 The COVID-19 pandemic had a
iy ot oo Pt 67% significant positive impact

Only 15% of responding MS (6 out of

87X ofMorbe Sates 159% 39) reported evaluation of mHealth
::::"ptﬂu? programmes sponsored by the
acoess to an EHRL government.
Tk ofMombor States
{34 outof 47) mported
et e S 34 out of 47 MS reported not having
Cily 18 of rasponding by b Aot 7204 anentity responsible for the

Mombaor States [9x .
out of 33] reportad m i iy regulatory oversight of mApps for
tha ovaluation of . . r-
gavarmment-spansamd guality, safety and reliability

miH aalth prog mem mes.

55



"‘\3 World Health
/¢ Organization
REGIONAL OFFICE FOR EU rope

Percentage of Member States that reported at least one government-
sponsored mHealth project by subregion

100

o
= BO
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-
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3
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i 40
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1
z-'
& 20
CiL
o
SO rtieen mor thern ELNZS lota g ohern W herm weg bem
Elraine Elraine Eurape Elraine ASE

n=13] n=8} (n=2 3] (n=42] n=7} (n=1b] (n=2a]

56



3/6/2024

Most common types of mHealth programmes

H mHealth avallable WG overmment spons oned

100

Percantage of Member States (%)

Mobile tele- Appoint- Access to Heaalth Patiant Treatmant Surveillance
consultation ments EHR  campaigns monitoring

(n=43) (n=45) (r=46) (n=43) (n=40) (n=43) (n=37)

G7BRY, World Health
&9 Organization
L Urg

REGIONAL OFFICE FOR Europe
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Incentives and guidance for innovation and research
on mApps by subregion

100

oo
A

i
-

Ea
=

Parcantage of Mamber States (%)
Fad
(=]

central western eastem southern western northern EU27 Tatal
Asia Asia Europe  Europe  Europe  BEurope

(r=d} in=6) (n=5) in=T1) (n=8}) in=9) (n=24) (n=47)
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Barriers to mApps integration into clinical practice by
subregion
.||l..
@#‘pﬁ
s 5

P P = tﬁﬁ?
ﬂﬁﬂ ) ﬁpﬁw . M ?ﬁ:\ o ﬂ,jﬁp

cantral Asia
western Asia
eastern Europea
southearn Europe
western Europe

northearn Europe
Total

BEUZ7

V@‘% World Health
w Organization
REGHOAL OFCE OB Europe
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=

Types of mApps evaluated and approved (n=43)

14

-
FuJ

=

Percantage of Member States (%)

KMeantal Fitness Driat Women's health
Health
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Considerations =

d Member States should consider establishing entities for mApp regulation
and ownership security and privacy

 The evaluation of mHealth programmes and Apps should become the norm
rather than the exception

4 Policy strategies are needed to support the regulatory environment.
National mHealth policies, strategies and regulations should be in line with
those international

L Member States should have national entities to promote the training of
health professionals, as well as of patients and citizens, to foster beneficial
use of mHealth solutions

3/6/2024
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c. Towards the European
Health Data Space




European Health Data
Space

Roundtable on reimbursement of health apps
13 February 2024

Ole Gjerrestad
Policy officer DG SANTE
ole.gjerrestad@ec.europa.eu




Why act now?

« The 2020 European Strategy for Data announced the Commission’s
plans for European data spaces, including EHDS

 The COVID-19 pandemic has clearly demonstrated the importance
of digital services in the health domain, and has triggered an
Important acceleration in the uptake of digital tools. The European

Digital Covid Certificate — positioned the EU as a global leader and
standard setter in digital health

« The challenge now is to maintain this momentum on the importance
of health data




Proposal for a Regulation on the European
Health Data Space

It sets out rules, common standards, infrastructures and a governance framework for the use of
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health data health data for :
(Chapter 1) research, |
innovation, policy- |

making and |

Unleash the data regulatory :

economy by fostering activities (Chapter |1

a genuine single V) :

market for digital ; :

health services and Secondary uses o |

health data .

Primary uses of products (EHR
health data systems) (Chapter IlI)
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Legal basis and scope of health data

67

Legal basis - Article 16 TFEU and Article 114 TFEU

Article 16- EHDS is building upon GDPR, strengthening the rights to the
protection of personal health data and building on possibilities of EU law for
processive sensitive health and genetic data

Article 114 - EHDS aims to improve the functioning of the internal market and

the free movement of goods and services to avoid legislative fragmentation in
the internal market and different rules and practices across the EU

Full respect of Article 168 TFEU — EHDS does not intervene in organisation
and delivery of health services and medical care of Member States

European
Commission



EHDS — the first sector specific European Data Space

Industrial &
Health Manufacturing

Agriculture Finance

* Driven by stakeholders
* Rich pool of data of varying degree of
openness

Edge Cloud
Infrastructure &

Services Services

Infrastructure &

Public
Administration Skills

» Sectoral data governance (contracts,
licenses, access rights, usage rights)
» Technicaltools for data pooling and sharing

Al on demand
platform

High-Performance
Computing

Personal
data spaces

. —

~ ™~

High Value
Datasets
from public
sector

Al Testing and
Experimentation
Facilities

kel
= Commission
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Definition in the context of European Health
Data Space

‘wellness application” means any appliance or software intended by the manufacturer to be used by
a natural person for processing electronic health data for other purposes than healthcare, such as
well-being and pursuing healthy life-styles;

European
Commission
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Article 31 in CH Ill of the EHDS proposal

Where a manufacturer of a wellness
application claims interoperability with an
EHR system (C) in relation to the
harmonised components of EHR systems
and therefore compliance with the essential
requirements laid down in Annex Il and
common specifications in Article 23, such
wellness application (C,P) may shall be
accompanied by a label, clearly indicating
Its compliance with those requirements. The
label shall be issued by the manufacturer of
the wellness application, (P) and the
competent market surveillance authority
shall be informed.

Harmonized components are (1)
interoperability (priority categories) and
(2) logging

When a manufacturer claims
Interoperability, it must use the label
The label must be registered in the
database of the competent market
authority

* C-Councll

* P - Parliament

European
Commission




Implementing EHDS - Joint action on primary
use (EX-EHR)

Scope of Work Package 8 in JAO9 Ex-Ehr

72

Establish Assessment Framework: Develop a framework for assessing the interoperability of EHRs, personal
health data spaces, and wellness applications.

Prepare Guidelines for Wellness Apps: Provide guidelines for app developers based on EHDS regulations and
ISO/TS 82304-2.

Evaluate Previous Initiatives: Assess results from previous initiatives (e.g., Label2Enable, EuroCAS) to inform the
development of guidelines and assessments.

European
Commission
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My Health @ EU
eHealth Digital Service Infrastructure
A service provided by the European Union

MyHealth@EU

MyHealth@EU is the existing
Infrastructure that connects healthcare
providers in 12 Member States.

The current live services are

(1) Patient Summaries and (2)
ePrescriptions.

These services will be expanded to
Include (3)lab results, (4) hospital
discharge reports and (5) medical
Images.

Together they comprise the priority
categories in EHDS.

Planned go-lives:

B Live now: CZ EE EL ES
FI FR HR LU MT NL PL
PT

M 2024:CYHUIELT LV
SIBGSEIT

2025: AT DE DK IS NO
SK RO




Cross-border electronic prescription in action

Dispensation

National contact details
point for digital
health
A medicineis

prescribed
Purchase

medication in
a pharmacy
abroad

lllustration based on materials from: THL/FI



MyHealth@EU roadmap

Entry into force of EHDS
regulation

Mandatory participation in
MyHealth@EU for all
Member States with
transitional periods for the
different services

New services to be introduced

Lab results (2025), Medical images
(2026), Hospital discharge reports
(2026).

Enhancement of available services
using EU DCC technology

Pilot on Patient Access

New Member States joining
MyHealth@EU

More Points of Care to be
0 connected (2023 and beyond)

to enable citizens to

access health data in |
MyHealth@EU (Jan 2023- -
Jun 2024).

uropean |
.ommission



MyHealth@EU high-level
architecture

Member State

National contact
point for digital
health

R
N

< Data types >
Patient Summaries
ePrescriptions
Original clinical documents
Laboratory results
Medical images and reports

Discharge reports

! Third Country

National contact
point for digital
health

_______

Central
services

National contact
point for digital
health

connector or a

- —

.. Another infrastructure

Contact point,

similar solution

CENTRAL services
provided by the Commission

National services
provided by the Member States

Connections to third countries or
other infrastructures (proposed as
part of the EHDS Regulation)

This is a

Member State of affiliation

National contact
point for digital
health

country
pair

Member State of treatment

< End users >

Health Professionals

- Doctors, Nurses,
Pharmacists, etc.

Patients (access to their
translated health data)
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Data User journey

_Data What health data exists to support my research?
discovery

x% > Ple.rmti.t Can | use this data for my research project?
Data User application

Data
e Preparation

o S
@ @ IIIII Data

provision Give access to Secure Processing Environment

Issue permit and make data ready for use, ensuring data quality and privacy.

Health Data Health Data

Holders Access Body

prizNi= Analyse and process data

—_—
& Results . _ _ o
x B o tput Publish of results, ensuring privacy and verifiability
Data User

European |
Commission



Cross-border
secondary use
Infrastructure

Current

Third Countries,

International Orgs.

COUNCIL

thinking

HealthData@EU

Central support services
provided by EC

Data access services

CAT ) National dataset/metadata catalogue
Data Access Application Management system

Secure Processing Environments

- . Local services
provided by/to local partners

Authorised

Participants
e.g. EDICs, ERICs

________________

7Y

HDAB
(coordinator)

CAT X DAA X SPE

Union Data
Access Service

r-TTT T A - 1 )
: NCP2U :
Health Data —--~""Single country ,'l
Access Body request K
/
CAT X DAA X SPE /

4
/' Single data
7
,/ Holder request

National |
context



Timelines are indicative.

EHDS2 — Overall timeline
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d. What is the role of EU level

legislation In the pathway to
health and wellness apps
reimbursement

Petra Wilson, Senior Advisor, European Health Policy and EU affairs, HIMSS

3/6/2024
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Current EU legislation
Emerging EU legislation

Where are Member States going?
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Eﬁf\gt% Current EU legislation |

DN Funded by the
EPS European Union

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

13/2/2023



Eﬁf\gté Current EU legislation Il

LEGISLATION
Safety / » Medical Device Regulation
Consumer (MDR) Impact on Apps EU level
protection » Product Liability Directive
legislation
Data > GDPR * Decide if a Medical does not
protection ‘ Device, comply with dictate
. . MDR levels of
Bring to » Regulation on HTA T i
market > Transparency Directive of pricing * Liability for harm _reimbursem—
and reimbursement of medicines e Protect app user ent
data
Data » Network and Information :
security Security Directive (NIS2) o If pUb“CIy
reimpursed
transparency could
Funded by the 13/2/2023 apply

European Union

e Healthcare



Eﬁf\gt% Emerging EU legislation

Creating Data Spaces

Making non-personal
data available,
transferable

Making health data more
useable, inc from
wellness apps

Safeguarding data in
cyberspace

Safeguarding EU values,
principles in Al systems

LEGISLATION

Data Governance
Act

Data Act

EHDS Regulation

Cybersecurity Act
Cyber Resilience
Act

Al Act

Impact on Apps

 Data
Interoperability
and labelling

‘ (FAIR)
« Separation of

personal and
none personal
data generated

by apps
* Providers of app

EU level

legislation
does not
dictate

Funded by the
European Union

13/2/2023

pbasedservicesto

ensure data
security

levels of
| reimbursem |

ent



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
‘ ' DTx clinical and/or Apps in Level M3 of Centralised funding
socioeconomic value Validation Pyramid for mHealth apps
Belgium evaluated through reimbursed by payers
Validation Pyramid
. DiGA process: DiGA process: GKV-5V centralised
Standalone DTx evaluated All listed DIGA are funding for DIGA
Germany b‘p‘ BfArmM reimbursed
Apps in Level M3 of Centralised funding
Validation Pyramid for mHealth apps
Erancs reimbursed by payers
Italy

Funded by the

=opean v * NttPS://www.efpia.eu/media/6 7734 7/improving-access-to-digital-




ENABLE

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

Country

MNational value
assessment
framework

Mational
reimbursement

pathway

Available funding
mechanisms

MNetherlands

Covered by individual
health insurers

Evidence of limited
regional reimbursement

MICE has developed
evidence standards
framework for digital
health technologies

Can be funded
locally by Integrated
Care Systems

Funded by the
European Union

* https://'www.efpia.eu/media/677347/improving-access-to-digital-
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COMMON CHALLENGES AT COMMON CHALLENGES AT EU
NATIONAL LEVEL LEVEL

Limited EU level regulation of Apps
and Dtx — only those in scope of
MDR, lack of MDR harmonisation
on dossier interpretation

No harmonised EU level evidence
requirements for HTA, esp. on use
of RWE — potential expansion on
HTA Regulation to apps and DTx

Lack of clear conceptualization
of digital health

Limited applicability of HTA
models

Lack of value-based pricing and
reimbursement mechanisms
Slow development of
reimbursement models and
pathways in healthcare funding

+ van Kessel R, Srivastava D, Kyriopoulos I, Monti G, Novillo-Ortiz D, Milman R, Zhang-Czabanowski WW, Nasi G, Stern AD, Wharton G, Mossialos E. Digital Health
Reimbursement Strategies of 8 European Countries and Israel: Scoping Review and Policy Mapping. JMIR Mhealth Uhealth 2023;11:€49003 doi: 10.2196/49003
» EFPIA - https://www.efpia.eu/media/677347/improving-access-to-digital-therapeutics-in-europe.pdf

Sl Funded by the
European Union

13/2/2023



https://doi.org/10.2196/49003

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

Thank you for your attention

Funded by the Disclaimer - - _ _
European Union 13/2/2023 Funded by the European Union. Views and opinions expressed are however those of the author(s) only and do not necessarily reflect 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.
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perspectives on the
reimbursement of health apps

Sussex
Croatia

Catalonia

a o T

Portugal




LABEL?2
ENABLE

a. Sussex

AR Funded by the
EPS European Union

3/6/2024



0*0 Humber and North Yorkshire

AL Health and Care Partnership

Empowering Health Care

Unlocking the power of digital health Apps in
collaboration with NHS Humber & North Yorkshire ICB

Presented by: Carrie Cranston —Digital
Programme Support Manager




Humber and North Yorkshire

Introduction R fiumber s North Yor

 NHS Humber and North Yorkshire Integrated Care Board
looks after the NHS spending and performance across a
region home to 1.7million people

» A key priority within the Humber & North Yorkshire Health &
Care Partnership Digital Strategy is to be able to empower
citizens to better manage their own health and wellbeing, via
the use of digital solutions.

« This is driven by citizen need across all health and care
services and ultimately, supports with a reduction in capacity
and demand for other services which is at an all-time high.




Partnership and
Collaboration

Our partnership with ORCHA has
allowed us to identify pain points
across the ICB where digital health
solutions can allow for support and
self-management of identified
condition areas.

Utilising digital health solutions and
the assurance provided through the
ORCHA platforms has enabled us
to design safe tailored health
campaigns for specific target
populations.

Humber and North Yorkshire
Health and Care Partnership

ORCHA



Supporting demands on R e o
services

One of the key needs identified, was to support our
acute trusts across Humber and North Yorkshire
around their Elective Care Recovery Programme.

( Cardiology

Ophthalmology

NN

e
(oo

Dermatology




Waiti ng Well and beyond 3 @® Humber and North Yorkshire

L » Health and Care Partnership
o

» A carefully selected number of apps were chosen
with guidance from ORCHA'’s Clinical team.

« All apps were then verified by ORCHA’s assessment
team to make sure they met the ORCHA Baseline
Review adding an additional layer of assurance.

* ORCHA’s Product and Development team supported
building the landing page to ensure it was a space
that was easy to navigate and engaging to the
population.

« ORCHA'’s team collated digital collateral including
Posters and QR codes so that we could widely
promote the campaign.



ACtivation and Dep loyment 3 Humber and North Yorkshire

Health and Care Partnership

So, what have we been doing locally to deploy and
encourage the use of the HNY Elective Care Campaign?

» Social Media engagement

 GP Text Messages
 Digital collateral in GP Surgeries and hospital waiting

areas

« Promoted on ICB intranet sites and newsletters
 Included on outpatient letters to patients

 Digital collateral to be shared with patients

* QR Codes given to professionals for patients to scan
» Professional training to support direct app

recommendations to patients



Outcomes and Results

O 7,648 Page Visits

- 27% Downloads

% £93 Saving Per App
£189,906 total saving

During August and September, the
programme saw 7,648 people visit
the page, and approximately 27%
of these people download a health
app as a result

(1,021 on page downloads and an
equal number of off-site
downloads).

Based on NICE evidence, each
download helps save the NHS £93

in costs. And so over eight weeks,
this campaign not only helped
provide support to people when they
needed it, improving their health, but
also saved the NHS £189,906.

0

&

@
‘VV? Humber and North Yorkshire
s

Health and Care Partnership

Over £1 million
1 I|| potential saving
1 per year

If this continues over one year,
the saving could be over one
million pounds (£1,006,706).



FUtU re OUthOk O‘ (e Humber and North Yorkshire

L » Health and Care Partnership

Continuation of Elective Care Support

Humber and North Yorkshire Swap and
Stop Campaign

Diabetes and Long-Term Condition
Support

Virtual Wards

Mental Health Support
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Why and How TO DECIDE
to start reimbursing health apps

Sinisa Varga, former Minister of Health Croatia
3rd roundtable on the reimbursement of health apps
February, 2024



Access Health Information Participate in Care Delivery

W H Y * Access health and well-being * |nteract with care providers
information on the internet . « Interact with remote
* Access health and Family monitoring devices
condition-based communities / * Record symptoms
* Access personal health portal ;
E’ ’ P \ Consumer * Review care plans ,
* Access "HealthBook . A

services details

\ Y, . ? provide consumers with new and
i]

[ ]
- fo r p atl e ntS » Access service provider and g Community Electronic connectivity will

- more appropriate interaction
Consumer demand and new internet

: . channels with care providers or
= ACCGSS Health Info rmatlon technology has enabled consumer multidisciplinary teams
access to health communities and
information specific to their needs

Manage Health and Well-being Consumers can more

proactively participate in
the care management of

- ACCGSS H ea lth ReCO rd Manage Health and Well-being their “family community” Pharmacy & Diagnostic Service
+ Manage and monitor * Receive automated medication
. . . . medication dispensing
B Pa rtICIpate IN Ca re Dellve ry s Monitor health and well-being * View test orders and results
* Update medication details * Make appointments online
. g : * Remote access to clinician Access Health Record N /
- Pharmacy &Diagnostic Service | * 5%
. . * Access personal health
* (Create, view and monitor record
appeintments L
, * Access medication record
* Support care of family ,
community * Access electronic care plan
M vy * Maintain personal health
Trend towards proactive record
management of the consumer or * Manage access to health
their families’ health and record
well-being M J

Consumers require greater
access to their personal health
information and a greater
ability to control with whom it

Source: WHO National eHealth Strategy Toolkit is shared



WHY - for other stakeholders (HP and HCP)

Enables communication and data exchange between patients and providers
Supports treatment (health apps as part of the integrative approach)

Allows remote consultations with patients, for second opinions, and with
professional networks

Improves integration of care and multidisciplinary healthcare providing

Supports healthcare professionals with knowledge base within the apps, especially
if integrated in guidelines

Improves digital health literacy
Improves shared decision making with patient

Increases adherence to therapy



WHY - for other stakeholders (government)

* Delivers more reliable, responsive and timely reporting on public health; as
health becomes increasingly central to economy, security, foreign affairs and
international relationships.

* Creates enabling environments rather than technology limitations.

* Offers new roles for stakeholders, health professionals, authorities, citizens
and others.

* [mproves business processes
* Compensates for lack of doctors

* Compensates unlimited demand with limited resources
(time/people/money)



WHY - for other stakeholders (public health)

* Monitors quality and safety; improves care processes and reduces the
possibility of medical errors

* Assists mobility of citizens and their medical records - providing patient
information when and where needed

* Opens new opportunities in basic and applied research; from health
knowledge to policy and action (providing evidence for public health
interventions)

* |dentifies disease and risk factor trends; analyses demographic, social and
health data; models diseases in populations



HOW - leadership, governance and multi-
sector engagement

Direct and coordinated implementation at the national level; ensure alighment with
health goals and political support; promote awareness and engage stakeholders.

Use mechanisms, expertise, coordination and partnerships to develop or adopt all
components (e.g. certification scheme, standards).

Clearly define roles and responsibilities (certification body? HTA?)

Support and empower required change, implementation of recommendations and
monitoring results for delivery of expected benefits.

Enable transparency, Measure results, Manage information flow
Take special care of the vulnerable group (education, equipment)

Engage professional associations to implement health apps in guidelines



HOW - strategy and investment

e Ensure aresponsive strategy and plan for the national implementation.
e Lead planning, with involvement of major stakeholders and sectors.

¢ Align financing with priorities, government, patient and private sector
funding identified for medium term.

e Plan creative payment schemes (incentives for the stakeholders
involved):
e doctors who are prescribing health apps,
e patients who are regularly using health apps,

e healthcare providers who are promoting health apps,

e manufacturers who are providing innovations (carefully assess the value compared to price)



HOW - legislation, policy and compliance

Adopt national policies and legislation in priority areas.

Ensure safety and proper use

Review sectoral policies for alignment and comprehensiveness.
Establish regular policy reviews.

Create a legal and enforcement environment to establish trust
and protection for consumers and industry.

Align with EU (best) practice

Regulate use and sharing of collected data for research and the
public interest



HOW - standards and infrastructure

e Adopt national policies and legislation in priority areas.
e Review sectoral policies for alignment and comprehensiveness.
e Establish regular policy reviews.

e (Create a legal and enforcement environment to establish trust and
protection for consumers and industry.

e Set clearinteroperability requirements
¢ |Integrate with EHR

e Take care of the network coverage in rural parts (60 inhabited islands)



CONCLUSIONS

e WHY - clear necessity for patients and other stakeholders

e HOW - national level coordinated implementation alighed with health goals
and political support

e REIMBURSEMENT of health apps will happen, this is the only way forward
for any country.

e [tisimportantto choose a good path adapted for each countries
situation/possibilities where CERTIFICATION is at utmost importance to
ensure primarily safety and efficacy for the patients.

e Thevalueis clear, however good GOVERNANCE is a key success factor.



Thank you
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Catalonia: Assessing the
Landscape of Health App
Reimbursement and
Providing Recommendations

13 of February 2024
Label2Enable 3 roundtable discussion

”I Generalitat
WY de Catalunya



Agenda

About Catalonia
Background
Current status

Reflections and recommendations

A Generalitat
Y de Catalunya



S/ About Catalonia — Who are we?

8,001,703 Universal coverage 12,500 M€

Population in Catalonia on The publicly health care system of Catalonia Catalan Health Service budget for

January 1, 2024. was founded in 1990 under the principle of 2020. The system is funded from
universality; so all individuals and communities general taxation and government
are able to receive the health services. founds and contributions.

> 160 HIT fragmentation 699

Health care entities to provide health Huge fragmentation of HIT across the Catalan Health Facilities that range from primary health
care services. System: care centres to hospitals and intermediate

care centres.
1 EMR for primary care. « 369 Primary Care Centers
* 69 Hospitals
* 96 Intermediate Care Centers (long-term)
* 165 Mental Health Centers

<

> 29 EMR products in the Intermediate care hospitals.

<

v At least 10 different systems for social care records.

/Salut [l eEain.



About Catalonia - Organisation

| Departament
7! de Salut

Regional Ministry of Health = Sets policy

—

Agencia de Qualitat
i Avaluacié Sanitaries de Catalunya

Health Technology Assessment Agency 2>
Quality and evaluation of new therapeutics

.E CatSalut

Servei Catala
de la Salut

Public insurance = Health planning and
allocation of resources

| TIC
Salut Social

Digital transformation = Promote innovation
through the digital transformation

TN Generalitat
Y de Catalunya



S/ Background — The Digital Health Platform

Personal Health Portal International Patient
(LMS) Summary (IPS)
> 5,7 M citizens Implemented in LMS
Electronic Prescribing
(SIRE) Central PACS System Digital pathology
Primary care 416 M of prescriptions/year (SIMDCAT) Linked to SIMDCAT

EMR (1 product) 37,000 health care professionals as users

1,346 M dispensing of medicines/year

late 80s
early 90s

2006

Hospitals and
intermediate care
(29 products)

National Patient Index
(RCA)

7,697,069 people (2021)
+ 43,224 previous year

2007 2009

Shared Electronic
Health Record (HC3)

>1,1700 M documents
> 70% structured
information

> 6,200 M images

2023

Open Platform

Care Process
Management (1S3) 8ﬁiﬂnEHR CDR
> 50,6 M referrals/year New apps
PROMs
Remote Medications

Consultations Immunizations

>25M /Sglut [ Sengratee



Background — mHealth (2015)

Catalan Ecosystem

mHealth

Promote mHealth solutions

Observatory

Assessment Process

Interoperability framework

New guidelines and requirements

Citizens

TN Generalitat
Y de Catalunya



S/ Background — how to set priorities?

{II} Generalitat de Catalunya / S I 'I:
1) Departament de Salut t CatSalut a u

Monitoring diabetic

Clinical — .
patients

(B Theermionn Effort [ e

HEALTH ISSIIES

S '""'""“ii\rlulenner"-“ Cost

38 pneumnnia S

l'Ill'[I'ltIlll'IF HUIrmunlE
i... muarutlauhf qwiﬁ.ﬁglmsl
----- li

lmpullltllnlm T EE 1ﬁtlnhem Im pact

""'nlliﬂl-'-

4% Monitoring bipolar
disorder patients

|nﬂi!

ﬁ? Pain monitoring after
drug infiltrations

/Salut [l eEain.



Current status — assessment of mHealth

Comparison of the FTSS and ISO Evaluation Framework — Production of
an adaptation guideline for countries having their own assessment framework.

Dual Assessment — Evaluation of 2 apps following the FTSS and ISO
Evaluation Frameworks to compare results.

Publication of the Requirements Guide for Digital Assets to all Providers
— Guidelines for providers in Catalonia, including security, usability, and
accessibility requirements, also adapted to ISO.

A Generalitat
Y de Catalunya



Current status - reimbursement

Catalonia is not directly reimbursing the deployment of mHealth

solutions.

Service provider organisations have found alternative ways to introduce
such solutions in routine care under the umbrella of the current

reimbursement system.

AN Generalitat
Y de Catalunya



Current status - interoperabillity

3rd Party Catalan Digital
Consumer_s Health Platform Application
(Apps & Services) (Apps & Services) Layer

Messaging / N\
Layer

openEHR API HL7 FHIR API

Routing | APl Management | Transforms
Authentlcatlon | Terminology

I PR ™ N
r; —
n A

[ Data .

Systems APIs '[| openEHR Layer |

I API I

| |

—a— "Il openEHR I

[ g, Y Results Documents|, CDR |
Repositories o )|} |

The open platform approach for Catalonia (source: adapted from the Apperta Foundation — United Kingdom)

N Generalitat
Y de Catalunya



Reflections and recommendations

Strategy towards the adoption of mHealth solutions - FTSS in charge of promotion,
observatory and assessment.

Generating evidence - The assessment process produces results that generate
transparency and trust.

Scaling up beyond pilots = Providing the capabilities for mHealth solutions to
Interoperate with the Catalan Digital Health Platform.

Participation in international activities = FTSS participates in international projects to
bring in new evidence.

Import the learning from other therapeutic areas - Pharmacotherapeutics have clearly
established pathways towards moving their products into routine care. Let’s copy!

A Generalitat
Y de Catalunya



Thank you!

Jordi Piera-Jiménez, PhD, MBA, FHIMSS
Director of the Digital Health
Strategy for Catalonia

Director, openEHR International

Professor collaborator, Faculty of
telecommunications, informatics and
multimedia, Open University of
Catalonia

jpiera@catsalut.cat
@jpieraj
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10min Summary...

* Enable for what?

* Digital Health Systems and Healthcare Transformation

* G-EHR and Global Treaty on Digital Health
* Labelling in Africa (next work)

PROF. DR. HENRIQUE MARTINS, MD, PHD, FCS-UBI ISCTE-IUL —
WWW.HENRIQUEMARTINS.EU | HENRIQUE@HENRIQUEMARTINS.EU




XXl Century Health & Main Advanced Digital Health Challenges

+ age

+ tech

+ Knowledge

Aims for Health Care
Delivery System

* Equitable
* Safe
p o e Effective
ROSSINGE THE »  Patient-Centered
QUALITY CHAsm . Timely
*  Efficient

Data - Open and FAIR principles, (the NEW GOLD)

Information — Sharing is key (content interoperability)
Knowledge - is rare (involves Hybrid-l and Advanced-I)
Meta-knowledge — network and strategy (know who knows what
and how it knows)

* Digital Inclusion - Capacity to ensure advanced tech is
equitably accessible to organizations/citizens

* Minimally disruptive Tele/meta health services —
Tele/metahealth services that offer high Quality-of-Care

* Trustworthy Digital Clinical Services — Including mHealth
APPs; Al-based Solutions; Digital Therapeutics

* Health data economy & health innovation — Health data
spaces for data exploration and care
integration/innovation

* Digital sovereignty & sustainability — Creation of digitally
advanced infrastructures and processes that
cybersecurity, governmental sovereignty and cost-
effective architectures

131



Digital Health
Systems

* Vision...

* Preventive, paperless, empowering, personalised, and
accountable. Digital healthcare strengths lay not in
technology but rather that digital technology will be
present in processes, professionals and people, in ways
such that everyone can be a healthcare creator.

* He/she can be a prevention specialist; care for
him/herself and family with the best scientific support;
access digital therapeutics by default. Moving to any form
of needed physical care, drug therapy, surgery, hospital
admission, or ventilation support, etc, as last resource
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CITIZEN’S LIFE CYCLE
IT Health Events

I Accomplished

Under Development

Citizen Life Cycle

DECEASES
RETIRES
&

+ Online Waiting List and Check In

- Complaints/Suggestions

+ Permanent Disability Benefit

- Emergency Mental Health Warrant

- Telecare and Chronic Disease Management Programmes
+ Portuguese NHS Contact Center

» Epidemiological Monitoring/Infectious Disease Statement
- Immunization Recod
- Travel Health Appointment

- European Health Insurance Card
+ Health Data Exchange within Europe/ Internacional

ACTIVE AGEING
'—Ik—/

TRAVELS
/ EMIGRATES

v e

BUYS AHOUSE

| « Multipurpose Medical Statement

ORACAR
COMPANY
HOOL
LIFE =
MOVES OUT

v r
e CYCLE 4

&
ACTIVITIES

- Citizen's ID Card
+ New Household/Family Physician

GETS MARRIED g L
‘ UNIVERSITY -l
EMPLOYMENT

IS BORN

HEALTH
PROMOTION

¢

| - Occupational Health/Medicine in the Workplace

&
&
SCHOLARSHIPS
@T

- Citizen's ID Card Codes for Parental Access

- Community Health
- National Platform for Screenings

- Oral Health Booklet

+ Medical Statements of Ability /Other Statements
- Signalling Children/Youth at risk

- Medical Reports



ICT Solutions — SPMS Portfolio (some examplars)
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Paperless Prescription (PEM)

To promote the complete dematerialization of the
prescription of medicines throughout the national
territory through authenticated electronic accesses

fo:

Healthcare Citizen as a
Profissionals Patient

Policy #205

SIMPLEX+ = PEM

Ainda mais simples
P Prescrigdo Eletronica Médica




O draft recommendations — HM Comments

10.

Govern — Establish governance: who within the health authority is responsible for exploring and decision-making on
assessment and reimbursement of health apps?

Value - Acknowledge apps can do things that drugs can’t and vice versa. Both in their own way potentially add to
health, wellbeing and can affect citizen, patient, carer and health system burden.

Focus - Determine which types of apps may deliver this value for which health issues and if applicable which types of
patients. Consider these apps for payment / reimbursement.

Create - Create the habitat in which apps can deliver value. Integrate the quality assessed health apps of choice in care
pathways to optimize value and to ensure potential for substitution / cost reduction is achieved.

Fund — Allocate related funds, consider innovative payment models, and explore need further policies.

Assess - Decide how to quality assess health apps or outsource such activities. Consider using a trusted EU framework
with your own additional national requirements if applicable. Make the assessment results easily available, also to patients
(e.g. label in frequently used / trusted sources.

Enable - Educate health care professionals (medical school, post graduate, MOOCSs, also by professional societies and
manufacturers,

Support - Explore a support role for patients of / similar to pharmacists for drugs, alongside efforts from manufacturers to
create easy to use apps and of insurers and hcps to require and reward such ease of use. Involve professional societies to
provide guidance for health professionals

Measure —Measure value transparently. Publish reports and explore what else needs to be arranged to capture the
attainable value of health apps.

ADD ENABLE FOR TRANSFORMATION OF HEALTH SYSTEMS




Label FOR WHAT type of ENABLEMENT ?
The need for a Healthcare Transformation Model

- Establishing a sense of urgency

- Creating the guiding coalition

- Developing a vision and strategy

- Communicating the change vision

- Empowering employees for broad-based action

- Generating short-term win

- Consolidating gains and producing more chang %

- Anchoring new approaches
in the culture

Healthcare Org that transform people, processes for health, and seek to continuously transform themselves

Adapted from Kotter “Leading change” 8 steps



Label FOR WHAT type of ENABLEMENT ?
The need for a Healthcare Transformation Model

Innovation in Quality-of-Care

Uses establish technology and known Explores new
Technology or new

(social) methodologies
(social) methodology

Architectural:

(Potentially Disruptive:
a new way of providing care (disruptive Technological/methodological base changes
New/(significant changes to the) care process) or even a new healthcare AND healthcare businesses models/care
business model but not exploring new process (potential) disruption

Business model
technological basis

Routine/Incremental: slowly builds on Radical:
There is a visible effort to create new

existing technological/process
competences incrementally using technology or methodology to provide care
established technology and known differently with higher levels of quality
methods of working

No changes to the Business
model

*Pisano GP. You need an innovation strategy. Harv Bus

(WHO Europe QoC Office Proposal
Rev. 2015;2015(June). )

adapted for QoC from Pisano, 2015%)



Why and how on Global EHR?

A global electronic health record (G-EHR) is achievable with focus, concrete steps, value creation and determination to explore
certain elements.

To reach a truly global digital healthcare system, however, we need to work much more profoundly and more decisively on real
worldwide cross-border eHealth services, like a global ePrescription system or sharing of minimum sets of data (e.g. the ISO
International Patient Summary) and progressively bigger components, such as a vaccination passport, summary or e-cards. For
example, medical devices (e.g. insulin infusion pumps, or non-invasive home ventilators) are increasingly globally produced and
standardised, yet, the information that they require and generate seems to get ‘chained’ to local, regional or national health
systems, in turn, chaining citizens down to their institutions, often their homes. People fear to travel to a remote location where
access to their device or health data is not possible. They know healthcare may not be equally safe, which makes them feel
unsafe to travel and ‘chained’.

Digital Health Diplomacy refers to the concentrated international efforts towards supranational interoperability in eHealth/Digital
Health. These may include international agreements for mutual health data transmission, recognition of information systems or
common approaches to the use of international standards.



What is the
Global EHR?

A global electronic health record (G-EHR) is a set of
interconnected digital systems and services that support the
sharing of personal health data across the globe to support
primary use of health data regardless of geographical,
jurisdictional and language barriers creatinF an electronic

ealth record sudpgort environment as similar as possible to
that experienced by the individual and his/her caregivers in is
home country. It is based on standards and is a de facto
promotion of data harmonization leading up to a potential
“Global Health Data Space” of nominal/anonymized health
data for it potential secondary and tertiary use.

A global electronic health record (G-EHR) is not something
utopic. It requires focus, concrete steps, value creation
and determination to explore the following elements.

1) Creating a worldwide voluntary patient and health
professionals’ registries

2) Setting up a global regime/governance forum for the
advancement of agreements and common creations

3) Using a common exchange format (possibly inspired
in the European EHR exchange format?)

Source: H. Martins 2020:
https://healthmanagement.org/c/healthmanagement/
issuearticle/digital-health-diplomacy-in-chained-
globalised-health-context

Worldwide eHealth
Cross-border services

The following worldwide eHealth cross-border services serve as initial
steps:

1) Global ePrescription system

2) Global sharing of minimum sets of data (for example, the
ISO International Patient Summary) and, progressively, bigger
components, such as vaccination passports/summary/e-cards

3) exploring Globally with the EU European EHRxFormat

4) Internationally approved minimum information sets for
advanced data-rich medical devices

5) Internationally approved and maintained digital
information leaflets for prescribed drugs.

6) International sharing of larges datasets for research/public
health based on Commonly agreed minimum sets of data

-

Global Treaty
on Digital Health


https://healthmanagement.org/c/healthmanagement/issuearticle/digital-health-diplomacy-in-chained-globalised-health-context
https://healthmanagement.org/c/healthmanagement/issuearticle/digital-health-diplomacy-in-chained-globalised-health-context
https://healthmanagement.org/c/healthmanagement/issuearticle/digital-health-diplomacy-in-chained-globalised-health-context
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THANK YOU!

Questions?
(now or via
email/website)

Real-Life Learning
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Advanced program

Digital Health

xpandh-project.iscte-iul.pt

ISCTE EE Experience  Programs  Events & Readings  Corporate  Contacts

Home  Abostma  Dighu Mesheurs Sysems  Mowcas (helpyos  Visions & Publcations  Cortacts

Advanced Skills Set.

_nmcnuns DOWNLOAD

Be a leader in the digital health

transition_

an international vie

<° XpanDH

 the cur

Henrique Martins'

Digital Healthcare

Systems

About the Project v News, Blog & Events v Meet the team Partners

\
Expanding Digital Hej?'a;;rv'éh
through a pan-European

EHRxF-based Ecosystem

XpanDH project supports an expanding ecosystem Lf individuals and

organizations that are developing, experimenting and adepting the Europeal
Electronic Health Record Exchange Format (EEHXF)providing @ crucial
contribution to the European Health Data Space. Itfis a 2-year Coordinatio
Support Action financed by the Horizon Europe ‘lf‘, mework Programme.

Contact us
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Eﬁf\gt%ﬂ draft recommendations for reimbursement of apps

10.

Govern — Establish governance: who within the health authority is responsible for exploring and decision-making on assessment and reimbursement of health apps?

Value - Acknowledge apps can do things that pills can’t and vice versa. Both in their own way potentially contribute to health, wellbeing and can impact citizen, patient, carer and overall burden of the
health system. Assess both the positive value and potential adverse effects or risks of apps, whether integrated in hybrid care pathways or not, for your public health and health system, now and in the
future. Examples may include advances in prevention, early diagnosis, patient self-management, treatment adherence, health literacy, health professional efficiency, cost-effectiveness, primary and
secondary data. Adverse effects, for which assessment can be a mitigation, may span privacy and security, regulatory compliance, user engagement, disparities, and technology lifetimes.

Focus - Identify types of apps that can deliver this value for specific health issues in which care pathways and if applicable for which types of patients. Evaluate these apps for potential payment or
reimbursement in these care pathways.

Assess — Establish a framework for assessing health apps through internal processes or outsourcing. Consider incorporating a trusted EU framework within your own additional national requirements,
creating an accelerated more efficient assessment. Ensure the assessment results are easily accessible, also to patients and citizens (e.qg. label in frequently used trusted sources).

Create - Create the environment in which apps can deliver value. Integrate properly evaluated high-quality health apps in care pathways to maximize their value and facilitate potential substitution or cost
reduction. If the value requires a role of a health professional, fund that role. Facilitate and provide incentives for industry to deliver quality products, addressing present and future needs. Ensure that
reimbursement rates consider added value, quality, societal benefits, investments needed to acquire the indicated evidence, sustained equitable use, seamless integration of app data in EHRs, etc. and
enable further investments to meet future demands. Set up the needed infrastructure. Enable interoperability and safe data exchange between EHR systems and patient-facing health apps. Use
standards.

Fund — Foster reimbursement of quality apps, making them part of a new normal and accessible to all. Allocate related funds, consider innovative payment models, and explore need for further policies.

Specify - Recognizing that if you judge an app by its ability to be a pill or vice versa we will believe either one is stupid, explore and communicate appropriate outcome measures and potentially also
comparators (standard of care, if possible with an EU perspective, waiting list, other digital / hybrid care) and scope to consider (e.g. wider value of behaviour change and literacy) to capture the true value
and thus make adequate decisions on initial and final reimbursement. Consider that beyond individual benefit, apps can progress societal benefit with the data they produce for secondary use.

Enable — Promote the education of health care professionals (medical school, post-graduate, Massive Open Online Courses, also by professional societies and manufacturers). This education should
include how to analyse app data to safely capture the value of data in primary use and ultimately secondary use. Educate citizens and patients on benefits and risks associated with health apps and how
to recognise trusted sources.

Support — Co-create a support role for patients and consumers similar to pharmacists for drugs and consumer organisations for consumer products, alongside efforts from manufacturers to create easy to
use apps and of insurers and hcps to require and reward such ease of use. Involve professional societies to provide guidance for health professionals on how to identify apps to recommend and their
recommended use, also in relation to other health interventions. Integrate this guidance in regular clinical guidelines.

Measure —Measure value transparently. Publish reports and explore what else needs to be arranged to capture the attainable value of health apps. Enable and incentivise such results. Realise that
without quality apps, integrated in care pathways, users trained and resulting data being used, adequate outcome measures and ditto scope, etc. the measurements do not reflect attainable value.

Funded by the
European Union

Feb 13, 2024



Eﬁf\gt% recommendation 1: Govern

1. Govern — Establish governance: who within
the health authority is responsible for exploring
and decision-making on assessment and
reimbursement of health apps?

IR Funded by the
Trar” European Union

Feb 13, 2024
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B Funded by the
European Union

EVERYBODY
IS A

GENIUS.

BUT IF YOU
JUDGE A
FISH BY ITS
ABILITY
TO CLIMB
A TREE,
IT WILL LIVE
ITS WHOLE

LIFE

BELIEVING
THAT IT IS

STUPID.

- AT P TIN

Feb 13, 2024

2. Value - Acknowledge apps can do things
that pills can’t and vice versa. Both in their
own way potentially contribute to health,
wellbeing and can impact citizen, patient, carer
and overall burden of the health system. Assess
both the positive value and potential adverse
effects or risks of apps, whether integrated in
hybrid care pathways or not, for your public
health and health system, now and in the future.
Examples may include advances in prevention,
early diagnosis, patient self-management,
treatment adherence, health literacy, health
professional efficiency, cost-effectiveness,
primary and secondary data. Adverse effects, for
which assessment can be a mitigation, may
span privacy and security, regulatory
compliance, user engagement, disparities, and
technology lifetimes.
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ENABLE recommendation 3: Focus

Types of health apps used
AMONG ADULTS AGE 50-80

i ) @ :z

Exercise Nutrition  Weight loss Sleep

34% 22% 20% 17%

. 0

Blood Meditation Mental
pressure 8% health / stress
9% management

5%

University of Michigan, National poll on healthy ageing, 2022

Funded by the

European Union Feb 13, 2024

3. Focus - ldentify types of apps that can deliver
this value for specific health issues in which care
pathways and if applicable for which types of
patients. Evaluate these apps for potential
payment or reimbursement in these care
pathways.
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ENABLE recommendation 4: Assess

Funded by the
European Union

lag or .
logo Health app quality label

App name

Overall health app quality score

c

App checked on [dal

Feb 13, 2024

4. Assess — Establish a framework for assessing
health apps through internal processes or
outsourcing. Consider incorporating a trusted EU
framework within your own additional national
requirements, creating an accelerated more
efficient assessment. Ensure the assessment
results are easily accessible, also to patients and
citizens (e.g. label in frequently used trusted
sources).
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ENABLE recommendation 5: Create

Funded by the
European Union

Feb 13, 2024

5. Create - Create the environment in which
apps can deliver value. Integrate properly
evaluated high-quality health apps in care
pathways to maximize their value and facilitate
potential substitution or cost reduction. If the
value requires a role of a health professional,
fund that role. Facilitate and provide incentives
for industry to deliver quality products,
addressing present and future needs. Ensure
that reimbursement rates consider added value,
guality, societal benefits, investments needed to
acquire the indicated evidence, sustained
equitable use, seamless integration of app data
iIn EHRSs, etc. and enable further investments to
meet future demands. Set up the needed
infrastructure. Enable interoperability and safe
data exchange between EHR systems and
patient-facing health apps. Use standards.



Eﬁf\gt% recommendation 6: Fund

6. Fund — Foster reimbursement of quality apps,
Q making them part of a new normal and
accessible to all. Allocate related funds, consider
innovative payment models, and explore need
for further policies.

O

IR Funded by the
Trar” European Union

Feb 13, 2024
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7. Specify - Recognizing that if you judge an
app by its ability to be a pill or vice versa we will
believe either one is stupid, explore and
communicate appropriate outcome measures
and potentially also comparators (standard of
care, if possible with an EU perspective, waiting
list, other digital / hybrid care) and scope to
consider (e.g. wider value of behaviour change
and literacy) to capture the true value and thus
make adequate decisions on initial and final
reimbursement. Consider that beyond individual
benefit, apps can progress societal benefit with
the data they produce for secondary use.



Eﬁﬁﬁt% recommendation 8: Enable

8. Enable — Promote the education of health
care professionals (medical school, post-
graduate, Massive Open Online Courses, also
by professional societies and manufacturers).
This education should include how to analyse
app data to safely capture the value of data in
primary use and ultimately secondary use.
Educate citizens and patients on benefits and
risks associated with health apps and how to
recognise trusted sources.

"No, Johnny, it's 'an apple a
day keeps the doctor away' -
not 'an app a day."

Funded by the

European Union Feb 13, 2024
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ENABLE recommendation 9: Support

European Society
of Cardiology

mHealth Taskforce

Funded by the
European Union

Feb 13, 2024

9. Support — Co-create a support role for
patients and consumers similar to pharmacists
for drugs and consumer organisations for
consumer products, alongside efforts from
manufacturers to create easy to use apps and of
Insurers and hcps to require and reward such
ease of use. Involve professional societies to
provide guidance for health professionals on
how to identify apps to recommend and their
recommended use, also in relation to other
health interventions. Integrate this guidance in
regular clinical guidelines.
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7

10

recommendation 10: Measure

10. Measure — Measure value transparently.
Publish reports and explore what else needs to
be arranged to capture the attainable value of
health apps. Enable and incentivise such results.
Realise that without quality apps, integrated in
care pathways, users trained and resulting data
being used, adequate outcome measures and
ditto scope, etc. the measurements do not reflect
attainable value.



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 NAB L E % systems and authorities to benefit from a healthy supply of useful apps.

b. Conclusion of all 3
roundtables

3rd roundtable on reimbursement and payment of patient / citizen-facing health apps —
February 13, 2024

Funded by the
European Union

Feb 13, 2024




Eﬁf\gt%ﬂ draft recommendations for reimbursement of apps

10.

Govern — Establish governance: who within the health authority is responsible for exploring and decision-making on assessment and reimbursement of health apps?

Value - Acknowledge apps can do things that pills can’t and vice versa. Both in their own way potentially contribute to health, wellbeing and can impact citizen, patient, carer and overall burden of the
health system. Assess both the positive value and potential adverse effects or risks of apps, whether integrated in hybrid care pathways or not, for your public health and health system, now and in the
future. Examples may include advances in prevention, early diagnosis, patient self-management, treatment adherence, health literacy, health professional efficiency, cost-effectiveness, primary and
secondary data. Adverse effects, for which assessment can be a mitigation, may span privacy and security, regulatory compliance, user engagement, disparities, and technology lifetimes.

Focus - Identify types of apps that can deliver this value for specific health issues in which care pathways and if applicable for which types of patients. Evaluate these apps for potential payment or
reimbursement in these care pathways.

Assess — Establish a framework for assessing health apps through internal processes or outsourcing. Consider incorporating a trusted EU framework within your own additional national requirements,
creating an accelerated more efficient assessment. Ensure the assessment results are easily accessible, also to patients and citizens (e.qg. label in frequently used trusted sources).

Create - Create the environment in which apps can deliver value. Integrate properly evaluated high-quality health apps in care pathways to maximize their value and facilitate potential substitution or cost
reduction. If the value requires a role of a health professional, fund that role. Facilitate and provide incentives for industry to deliver quality products, addressing present and future needs. Ensure that
reimbursement rates consider added value, quality, societal benefits, investments needed to acquire the indicated evidence, sustained equitable use, seamless integration of app data in EHRs, etc. and
enable further investments to meet future demands. Set up the needed infrastructure. Enable interoperability and safe data exchange between EHR systems and patient-facing health apps. Use
standards.

Fund — Foster reimbursement of quality apps, making them part of a new normal and accessible to all. Allocate related funds, consider innovative payment models, and explore need for further policies.

Specify - Recognizing that if you judge an app by its ability to be a pill or vice versa we will believe either one is stupid, explore and communicate appropriate outcome measures and potentially also
comparators (standard of care, if possible with an EU perspective, waiting list, other digital / hybrid care) and scope to consider (e.g. wider value of behaviour change and literacy) to capture the true value
and thus make adequate decisions on initial and final reimbursement. Consider that beyond individual benefit, apps can progress societal benefit with the data they produce for secondary use.

Enable — Promote the education of health care professionals (medical school, post-graduate, Massive Open Online Courses, also by professional societies and manufacturers). This education should
include how to analyse app data to safely capture the value of data in primary use and ultimately secondary use. Educate citizens and patients on benefits and risks associated with health apps and how
to recognise trusted sources.

Support — Co-create a support role for patients and consumers similar to pharmacists for drugs and consumer organisations for consumer products, alongside efforts from manufacturers to create easy to
use apps and of insurers and hcps to require and reward such ease of use. Involve professional societies to provide guidance for health professionals on how to identify apps to recommend and their
recommended use, also in relation to other health interventions. Integrate this guidance in regular clinical guidelines.

Measure —Measure value transparently. Publish reports and explore what else needs to be arranged to capture the attainable value of health apps. Enable and incentivise such results. Realise that
without quality apps, integrated in care pathways, users trained and resulting data being used, adequate outcome measures and ditto scope, etc. the measurements do not reflect attainable value.

Funded by the
European Union

Feb 13, 2024
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2. Value - Acknowledge apps can do things
that pills can’t and vice versa. Both in their
own way potentially contribute to health,
wellbeing and can impact citizen, patient, carer
and overall burden of the health system. Assess
both the positive value and potential adverse
effects or risks of apps, whether integrated in
hybrid care pathways or not, for your public
health and health system, now and in the future.
Examples may include advances in prevention,
early diagnosis, patient self-management,
treatment adherence, health literacy, health
professional efficiency, cost-effectiveness,
primary and secondary data. Adverse effects, for
which assessment can be a mitigation, may
span privacy and security, regulatory
compliance, user engagement, disparities, and
technology lifetimes.
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Eﬁf\gtéﬂ potential and needs for health apps
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economic
impact of
mHealth — An
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report for the
European
Union

Basch et al.
(2016)
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monitoring with
patient-reported
outcomes during
routine cancer
treatment: a
randomized
controlled trial

WRR (2021)
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IEﬁREt% multi-stakeholder success in 5to 10 years
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