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1 Execvutive Summary

The MovingLife project is a Coordination and Sugpéction that will deliver roadmaps for
technological research, implementation practice polcty support with the aim of accelerating the
establishment, acceptance and wide use of mob#aléHsolutions.

The MovingLife project is committed to involving édimteracting with different stakeholders in order
to gain from their unique knowledge and experiendé® project therefore organised a Stakeholder
Conference with the objective to present the resuiitthe project (The Consolidated Roadmap) and
to allow stakeholders to voice their perspectivas apinions on the Roadmap and the actions needed
to implement it.

The Stakeholder Conference was held off' Zril 2013 in Brussels and attracted different
stakeholders from across Europe. Ten external &xpgem different domains (industry, patient
organisations, mHealth suppliers, policy authaositibealth organisations, and academia) had been
invited to present their perspectives on and recentations for the future implementation and wide
use of mHealth solutions. The programme was orgdrss to allow sufficient time for questions and
discussions following presentations which allowkd audience to engage and participate actively
and voice their perspectives as well.

As a result of the conference, the MovingLife pobjeas gathered a list of recommendations which
discuss the following topics: liability, reimbursent, harmonisation, data protection legislation,
patient rights and needs, apps as medical dewit@s] computing, interoperability, sustainability,
government ownership of mHealth, and improved irgggn of mHealth into traditional healthcare
structures.

The recommendations have been integrated with ¢henapoints established iD4.3 Consolidated
roadmap for mobile healthcarand consolidated into an Action Plan (see Chap}dor how the
roadmap may actually be incorporated in technoldggign and what actions should be taken to
secure a widespread uptake of mobile healthcarmtdagies.
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2 Target audiences

This deliverable is targeted at stakeholders inedlin the implementation and use of mHealth such
as relevant policy makers, mHealth solutions andiice developers and suppliers, healthcare
providers, medical professionals, patient orgaiasat and providers of IT infrastructures.

This report should also be seen as a supplemém.® Consolidated roadmap for mobile healthcare
(mHealth} and as such is particularly relevant for EU policgkers and the European Commission’s
strategies and recommendations in relation to riq@ementation and use of mHealth services and
solutions, as well as for future ICT research paogs for healthcare.

! D4.3 Consolidated roadmap for mobile health (mHealth) can be downloaded here: http://moving-
life.eu/downloads.php?cat _id=5&download id=40
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3 Introduction

MovingLife’'s Stakeholder Conference took place & Rremises in Brussels, Thursday 18 April
2013. The Stakeholder Conference was the culmmaifoMovingLife’s commitment to actively

involve stakeholders in the development of a Rogdmad Action Plan for mHealth. The
Stakeholder Conference also marked the end of thnangLife project.

The main objective of the Stakeholder Conference teapresent the consolidated roadmag,3
Consolidated roadmap for mobile healthcare (mHe@aléimd invite stakeholders to provide feedback
and discuss the main actions needed in order ttemmgnt the roadmap and promote the widespread
use of mHealth. The results from the Stakeholdarf€ence have been used to develop an Action
Plan which is presented in this report.

The consolidated roadmap has been developed usigus methods and stakeholders have been
consulted along the way. The MovingLife project ednto get a broad perspective and therefore
decided to develop three thematic roadmaps whiaie Veger consolidated. The three roadmaps thus
focused on three main themes relevant to the futdrenHealth: i) technology and application
research, ii) medical uptake, and iii) socio-ecommoamd policy frameworks.

The three thematic roadmaps have been developasdihy different methods to describe and analyse
current, emerging and future issues relevant to aitHeservices and solutions combined with
extensive stakeholder engagement. First of all,stage of play in the three areas was anal§sed.
Next, four alternative, but equally plausible, visiscenarios were developed. One of the scenarios,
“There must be an App for thaf!ivas chosen to be used as a basis for the nextreteely a gap
analysis between the “As-Is” (state of play) silmattoday and the envisioned “To-Be” (vision
scenario).

The results from the gap analysis provided inputh®e preliminary roadmaps presented in the
documentD4.1 Consultation Documehtwhich was used to carry out a public online Stakser
Consultation. The online Stakeholder Consultatemm fior three months, from mid-July 2012 to mid-
October 2012. The aim of the online consultatiors wa collect clear and decisive evidence from
relevant stakeholders on the most important needsequirements that must be satisfied in order to
facilitate the deployment of mHealth solutions.

Following the conclusion of the stakeholder coraidh, the roadmaps were revised and
consolidated inD4.3 Consolidated roadmap for mobile healthcare éakh) The consolidated
roadmap addresses a range of fundamental issuemr¢heelated to the vision of massive deployment
and use of mHealth solutions to support lifestyf@rges among citizens and improve disease
management.

The Consolidated Roadmap was made available topatiticipants prior to the Stakeholder
Conference. It formed the basis for the presentatioom the invited external expert speakers and fo
the question and discussion sessions that folloaazh presentation. The input from participants

2 D2.1 Report on the State of Play of Mobile Healthcare can be downloaded here: http://moving-

life.eu/downloads.php?cat _id=5&download id=25

3 Two deliverables describes the vision scenarios: 1) D3.2 Vision Scenarios in Mobile Healthcare describes how the four scenarios were
developed and describes the context for each of the scenarios, while 2) D3.2 ANNEX — Vision Scenarios in Mobile Healthcare: Scenario
Storylines presents a unique storyline for each scenario based on the context description. Both deliverables can be downloaded here:
http://moving-life.eu/downloads.php?cat id=5.

* D4.1 Consultation document can be downloaded here: http://moving-life.eu/downloads.php?cat _id=5&download id=29
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have been summarised into specific recommendatindsused to develop an Action Plan, which is
presented in Chapter 7.

3.1 Outline of this deliverable

Chapter Four presents the organisational aspedtsedftakeholder Conference, including the aims
and objectives, the programme, and the biograpfiise speakers. Chapter Five describes the main
points addressed in the presentations and duriaggtbup discussions. Chapter Six sums up the
recommendations made as a result of the confer&iwapter Seven presents MovingLife’s Action
plan for the how the roadmaps could actually beorparated into technology design and what
actions should be taken to secure a widespreadeipamobile healthcare technologies. Copies of
the presentations can be found in the Appendix.
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4 Stakeholder Conference 18 April 2013

A programme was carefully put together with the arhave as many different stakeholders, and
thus perspectives, represented. Therefore, theegirgonsortium decided to base the agenda on
presentations by external stakeholders and allowimg for questions and discussion after each
session. The roadmap itself was only briefly introeld by a project partner as it had been made
available to all participants prior to the confexenThis approach allowed more time for external
stakeholders to present their comments and pergpgtb the main issues in the roadmap.

Seeing that the consolidated roadmap consists e tithematic roadmaps, three panels were
similarly established, each represented by tworeateexperts. The programme also offered the
opportunity for participants to watch the simulatsideo produced by the project in connection with
a presentation on Impact Assessment. The prograemded with a presentation of the main
recommendations and conclusions made during the Tagse have been analysed and integrated
with the actions presented D¥.3 Consolidated roadmap for mobile healko an Action Plan. The
final Action Plan is presented in Chapter 7.

4.1 Conference Dissemination and Stakeholder Involvement Programme

All project partners were deeply involved in theeparation of the Stakeholder Conference. The
structure of the conference was thoroughly disaliss®d finally agreed at a project meeting in
Copenhagen on 14 December 2012. Partners sentemdnalised invitations to their contacts and
afterwards information about the conference wasedisnated through social networks. Fourteen
relevant mHealth related groups hosted in the Ldikesocial network, gathering over 15.000
persons, were addressed in the announcement obtifierence.

4.2 Conference Programme

The programme that was sent out to invitees incduddevant background information and an
overview of the aims and objectives of the confeeeMhe objective here was twofold: On one hand
the consortium wanted to attract the right audigorowviding them with basic information and links
to more detailed and relevant documents. On therolttand, it represented an opportunity to
disseminate the results of the project to all dialaers whether they choose to attend the conferenc
or not. The provided information and the final adgiare presented below in Chapter 4.3.
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4.3 Movinglife Stakeholder Conference: The Future of Mobile eHealth in Europe

Poving X4 DD D

The future of

mobile eHealth in

Europe

A Stakeholder Conference on Roadmaps for mHealth
Published by the Movinglife Project

Thursday 18" April 2013 from 9:00-17:00

The European Commission
Meeting Room 0/51, Building BU-25,

Avenue de Beaulieu 25, Brussels.

This event is organized by the Movinglife project, s Support Action

funded by the 7th Framework for Research and Innowation.

The content pr d ak this conference does not represent an official IM
opinion of the European Commission. SRMANTH [0 TS
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MObile eHealth for the VINdication of Global LIFEstyle
change and disease management sclutions

Mobile eHealth for the Vindication of Global Lifestyle change and disease management
solutions - MovingLife

The Movinglife project is a Coordination and Support Action that will deliver roadmaps for technological
research, implementation practice and policy support with the aim of accelerating the establishment,
acceptance and wide use of mobile eHealth solutions.

‘With a view to the holistic approach and the need to incorporate a range of policy areas in the roadmaps,
the project first developed three thematic roadmaps and identified the different relationships between
related areas using vision scenarios, gap analysis and a stakeholder consultation process.

These three thematic roadmaps aimed at dustering related topics comtained in the future vision of mHeatth
as follows:

# Roadmap for technology and application research: addresses technology options for applications
and services, wearable devices and BAN/PAN networks, seamless mobile communication and
interoperability standards, need for dedicated radio frequency bands for continuous provision of
care, security and privacy enhancing technologies, etc.

¥ Roadmap for medical uptake: focuses on any need for update of clinical and medical guidelines;
new care models, evolution of care spaces; methodology to deliver new knowledge to medical
professionals and patients, risk management, patient-doctor relationships, joint and shared care,
etc.

* Roadmap for socio-economic and policy frameworks: identifies socio-economic and policy drivers
and inhibitors for massive deployment of mHealth related to user acceptance, ethical issues,
security, privacy and trust models, cross-border issues, business cases; reimbursement models,
mapping of future mHealth applications to the regulatory framework of medical devices, etc.

The three roadmaps have now been integrated inte a single roadmap document D43 Consolidoted
rogdmap for mobile heglthcare [mHealth] which an be downloaded at Movinglife's website:

HIATE oan BE== e g e e gt [ Ly o atngdn o Tnlwl a1l =R

Involving Stakeholders
The Movinglife project is committed to imwoive and interact with different stakeholders in order to gain
from their unique knowledge and experiencas.

The Consolidated Roadmap and the Action Plan will therefore be presented and discussed at MovingLife's
Stakeholder Conference. The objective is to allow stakeholders to voice their perspectives and opinions. All
comments will be considered and used to refine the Movinglife Roadmap and Action Plan.
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Meeting Subject: Stakeholder Conference on the Future of mHealth in Europe
Venue: The European Commission
Meeting Room 0/51, Building BU-25, Avenue de Beaulieu 25, Brussels
Date: 18th April 2013 from 5:00-17:00
PROGRAMME
08:30 Registration
09:00 Welcome and aims and objectives of the day
Manuel M. Perez, Atos Research and Innovation
Introduction to the Movinglife project
Jesper Thestrup, In-leT
09:15 Opening Key Note :
4% Peteris Zilgalvis, DG CONMECT, European Commission: Towards Horizon 2020
4% laakko Aarnio, G CONNECT, European Commission: Towards Horizon 2020
05:45 Presentation of Roadmaps and Action Plan for the Widespread use of
mHealth in Europe
% Alessio Gugliotta, Innova 5.p.a- Roodmaps for technology, medical guidelines amd
regulations for mHealth
4% Manuel M. Perez, Atos Research and Innowvation: Action Plan for widespread
uptake of mHealth
10:00 Today's Perspective of the Movinglife Roadmaps
15 minutes % Micole Denjoy, COCIR: Future of mobile technologies for healthcare across Europe
each + 15 % Einaz Mahdavy, Orange Healthcare: mHealth interoperability
minutes <% Marc Droste-Franke, T-System: Regulotory and Standardization Framework
questions & # Sameer Pujari, WHO: mHealth for Non Communicable Disease
CONments % Questions and discussion
Questions and comments from the audience
11:15 BREAK (Tea & Coffee)
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PROGRAMME
11:30 Panel I: Legal and Policy Framework of mHealth in Moderator:
Europe Paul Quinn, Vrije
15 minutes % Prof. Stefaan Callens, Universiteit Leuven: Legal issues Universiteit Brusse|
each + 15 for mHealth in Europe. An overview.
minutes 4 Mariana Madureira, Infarmed: mHealth and the
discussion Medical Device Framework - A Closer Look.
% Questions and discussion
Comments to the key points in the Roadmap regording
the socio-economic and policy framewaork
12:45 LUMCH
13:45 Panel II: Technological Perspective Moderator:
% Thomas J. Olesen, Qualcomm Life: Trends on mHegith | Alessio Gugliotta, Innova
15 minutes each developments (cloud paradigm). Spa
+ 15 minutes 4 lonathan Sage, IBM: Evolution of the cloud in the EU
discussion and its fimits
% Questions and discussion
Comments to the key points in the Roadmap regording
the technological perspectives
14:30 Panel Ill: mHealth and Healthcare Delivery Moderator;
% Mads Stampe Frederiksen, KMD: mHealth for clinical | Susie Ruff, Center for
15 minutes each and orgamizatiomal efficiency Healthcare Innovation
. . and Research
+ 15 minutes % Susanna Palkonen, Eurcpean Patients Forum: mHeaith
discussion and patient acceptance: What is required from the
patients” point of view.
4% (QOuestions and discussion
Comments to the key points in the Roodmap regarding
the medical perspectives
15:15 BREAK (Tea & Coffee)
15:30 Impact Assessment and Decision for the Future Modergtor:

20 minutes + 10
minutes
discussion

4 Susie A. Ruff, Centre for Innovation and Research:
Simuiation of future use of mHealth - Mowvie
presentation.

%  Questions and discussion
Comments to the key points in respect to assessment of
muobile technologies for healthcare.

Paul McCarthy, GSI
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PROGRAMME

16:00

17:00

EC2020 Action points related to m-Health and need for update to the mHealth
Road Map.
Poul McCarthy, G5!

Summary of recommendations from today’s meeting
Jesper Thestrup, In-leT

Closing statement: Commission policies supporting widespread uptake of
mohbile eHealth.

Jaokko Aarnia, EC, DG CONNECT

Closing remarks
Maonuel M. Perez, Atos Research ond Innovation

Adjourn
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Public transport

¥* From central station:
Metro: line 5 [direction Hermann-Debrouz), get off at stop Beaulieu

# From Gare du Midi:
Metro: line 2 or & [direction Simonis/Elizabeth), change at Arts-Loi and take line 5 {direction
Hermann-Debrousx), get off at stop Beaulieu

¥ From Gare du Nord:
Metro: line 2 or & {direction Simonis/Lecpold Il &RoiBaudouin), change at Arts-Loi and take line 5
{direction Hermann-Debroux), get off at stop Beaulieu

*  Erom Brussels Alrport
Bus 12 {direction Brussels City/Luxembourg), get off at Schuman and take Metro line 5 (direction
Hermann-Debrous), get off at stop Beaulieu

¥ From Charleroi Airport:
Take the airport bus to station Charieroi Sud, take a train to Brussels Cemtral, take metro fine 5
{direction Hermann-Debroux), get off at stop Beaulisu

Further information about public transport can be found here http/Mwew stib be/indey htm2-an

In case of problems please call Manuel Perez on +34 618 235 806
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4.4 Participants

Moving Life
D4.4 Stakeholder Conference

As expected, as the attendance was free of chamgall those who had registered actually turned up
However, the conference was still well attendechvid@ participants, out of which 9 were project

partners.

1. Jaakko Aarnio, DG CONNECT, EC

2. Manolo Bellotto, MEDERIS

3. Chelsie Boyd, Virtual Reality Medical
Institute

4. Stefaan Callens, Universiteit Leuven

5. Anders Skovbo Christensen, IMT,
Capital Region of Denmark

6. Jimi Claussen, Herlev University
Hospital, Capital Region of
Copenhagen

7. Constance Colin, CPME

8. Jonny Crowe

9. Paul De Hert, VUB

10.Farhang Dehzad, PwC Advisory

11.Celine Deswarte, EC

12.Marc Droste-Franke, T-System

13.Dr Malcolm Fisk, Health Design &
Technology Institute, Coventry
University

14.Mads Stampe Frederiksen, KMD

15.Nathan Gelissen, International
Diabetes Federation

16. Alessio Gugliotta, Innova S.p.a

17.Ann-Katrin Habbig, VUB

18.Jie Hu, Sinnoco Limited

19.Karlheinz Toni, Ibn Sina

20.Katharina Leitner, University of
Vienna

21.Frederic Lievens, ETHEL

22.Kaspar Cort Madsen, IMT, Capital
Region of Denmark

23.Mariana Madureira, Infarmed

24.Elinaz Mahdavy, Orange Healthcare

4.5 Presenters’ Biographies

25.Paul McCarthy, GSI

26. Simone Mohrs, CPME

27.Thomas J. Olesen, Qualcomm Life

28.Jessica Orazio, IDF Europe

29.Susanna Palkonen, European Patients
Forum

30. Sabine Parrag, Institute for ethics and
law in medicine/University of Vienna

31.Manuel Perez, Atos

32.Hernanz Peter, CGI

33.Sameer Pujari, World Health
Organization

34.Paul Quinn, VUB

35. Henriette Roscam Abbing

36.Cesar Rubio, Spanish Federation Of
Healthcare Technology Companies

37.Susie A. Ruff, CSI

38.Jonathan Sage, IBM

39.Emilie Sourdoire, French Medical
Council

40. Alin Stanescu, COCIR

41.Jesper Thestrup, In-JeT

42.Anne-Marie Christina Thoft, CSI

43.Tomas Torron Mack, CGlI

44.Niels van Dijk, VUB

45. Sofie Van Dun, University of Ghent
46.Roel Van Summeren, SkinVision
47.Patricia Vantsiouri, Tilburg University
48.Jesper Vejs, IBM Denmark Aps

49. Loic Vervoort, UGent

50. Peteris Zilgalvic, DG CONNECT, EC

The programme included a total of ten external lspesaplus two representatives from the EC. Four
project partners from MovingLife consortium alsovggresentations. The following provides a brief

biography of each presenter.
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4.5.1 Dr. Jaakko Aarnio, DG CONNECT, EC

Dr. Aarnio works as Research Programme and Politiggd at European Commission, Health and
Well-being Unit, Communication Networks, Contentdafechnology (DG CONNECT), Brussels
since 2003. He is in charge of developing R&D fumgdind policy activities in the domains of
Personalised Guidance Services for lifestyle mamage, disease prevention and integrated care. His
recent interests include also aspects of telemeslicmobile eHealth, the Digital Agenda and
contributions to the development of the Europeamowation Partnership initiative on Active and
Healthy Ageing (EIP AHA).

Before joining the Commission he worked as Princiaientist at Nokia Research Center in
Helsinki. He worked as a post-doc at Alcatel-SEltsSEbungszentrum, Stuttgart, Germany 1994-95.
He prepared his Doctor's thesis at Technical Resd@enter of Finland (VTT) and got his degree in
solid state physics at Helsinki University of Teolagy, 1992.

4.5.2 Prof. Stefaan Callens, KU Leuven

Stefaan Callens obtained his Master's Degree inflame the KU Leuven in 1989. He studied at the
Université de Poitiers (France) and obtained a &tasf Laws degree from the American Duke
University in 1990. His doctoral thesis was recdiwe 1995 by the KU Leuven and he has since then
been a Professor of Health law at the Faculty odliglae of the same university.

He founded Callens Law Firm in 2000 and deals \uitkpital law, pharmaceutical law, legislation
concerning medical devices, disciplinary rules aadhpetition in the health care. Callens Law Firm
is a partner in a 7th Framework project, named PEtNles.

Stefaan Callens regularly publishes books and iantitons concerning health care and data
protection, the organization of the health carearptaceutical legislation, medical devices and e-
health.

4.5.3 Nicole Denjoy, COCIR
Nicole Denjoy is the COCIR Secretary General sidce 2005.

Nicole has 27 years experience in the field of Retguy Affairs, Vigilance and Quality Assurance
working with known international healthcare indiedtr including L’air Liquide, Ohmeda, Boston
Scientific and Baxter, and17 years experience terhational & European Standardization.

Nicole has a Master in Organisation and Change bemant.

Nicole is representing COCIR in a variety of infhegal fora such as the Health Policy Forum,
European Partnership Against Cancer, EUnetHTA lmguUStakeholder Forum, coordinated by DG
Sanco. Nicole is also representing industry stakignagroup in eHealth activities such as i2010 sub-
group and is actively participating in Joint Action Governance on eHealth under close relationship
with DG INFSO and DG Sanco.

Nicole is representing COCIR since 2008, as onthefEuropean Healthcare Industry Organisation
in Global Harmonization Task Force (GHTF) Steeri@gmmittee and became the Standards
Rapporteur in May 2010.

Nicole became as of May 2010 the chair of the BIP&Sk Force on Health Care Policy representing
the business branch in front of the OECD Health Gtee.
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4.5.4 Marc Droste-Franke, T-System

Marc Droste-Franke studied Computer Science andnBss Informatics at the University of

Paderborn and Technical University of Berlin. In0O30he joined Texas Instruments’ Wireless
Terminal Business Unit for the development of melphones. In 2009 he left Tl for the cardiac
implant manufacturer BIOTRONIK. In his role as Tewal Product Manager he was responsible for
BIOTRONIK’s mobile and stationary HomeMonitoringuilees that enable the world wide largest
remote monitoring community (3.000 clinics within0 Scountries). End of 2012 he joined

BIOTRONIK’s Partner T-Systems as Senior IT-Architéar the Strategic Area Health — Section

Telemedicine. T-Systems International is the ICT af the Deutsche Telekom AG.

4.5.5 Mads Stampe Frederiksen, KMD

Mads Stampe Frederiksen is business developmerdgaaat the IT company KMD Healthcare. He
is responsible for market analysis and strategi witledicated interest within telehealth and patien
empowerment. Mads has worked with innovation mamage and welfare technologies for several
years representing both the public healthcare saatb private companies.

4.5.6 Dr. Alessio Gugliotta, Innova S.p.A

Dr. Alessio Gugliotta: holds a Ph.D. in Computereice from the University of Udine (Italy). Since
January 2009, he is a consultant for Innova Grad@T sector, working on European R&D projects.
He carried out an intense research activity inarea of Knowledge Modeling and Representation,
Service Oriented Architectures, Semantic Web Sesviand their application within multiple
domains, such as e-Government and e-Learning. ldiksavhas been published throughout major
conferences, journals and workshops in the arégeafantic Web, Web Services and SOA. He has
previously worked in EU IPs DIP, SUPER and SOA4IH EU STREP IOEISA, and he is currently
involved in EU IP HYDRA and EU STREP GREX.

Innova S.p.A is a project partner in MovingLife.

4.5.7 Mariana Madureira, Infarmed

A chemist by training, Mariana Madureira has 1 yefexperience in a polymers industry (at the
R&D department) and was researcher in the fieldrghnic synthesis over 6 years. She started her
career at INFARMED — National Authority of Medicsi@nd Health Products, IP in 2002 as quality
assessor of medicinal products and after thatDiB2she integrated the medical device department.
Since 2003, she has dedicated her career to theahelkvices field by managing and assessing
market surveillance and clinical investigation me®es. She has been the coordinator of these
activities since 2008. Early this year (2013), skarted new activities as adviser to the Executive
Board of the Competent Authority.

Mariana Madureira is also national representativéhe following European working groups: CIE
(clinical investigation and evaluation), where shecoordinating the subgroup responsible for the
development of the clinical investigation moduletiaé European database for medical devices
(EUDAMED), and NET in MD (new and emerging techrgis in medical devices), where she is
also coordinating a special interest group in Telditine.
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4.5.8 Elinaz Mahdavy, Orange Healthcare

Elinaz Mahdavy has worked as manager of Europefairsafand strategic partnerships for Orange
Healthcare since April 2009. She is responsiblepfomoting Orange’s role as a telecoms operator
within the health sector. She also works on thaldishment of strategic e-health partnerships for
Orange in Europe, the U.S. and AMEA. Prior to jogiOrange Healthcare, Elinaz represented
Orange within the FreeMove Mobile Alliance, an migional alliance of four leading mobile
operators (Orange, TMobile, TeliaSonera and Teletta) that helps multinational companies
reduce the complexity of managing mobile serviégmaz advised the Alliance on the definition of
its European sales strategy and targets.

She is currently deputy chair of COCIR Public AféalTask Force and is involved in its Telemedicine
Working Group. Elinaz is part of GSMA EU mHealthpext’s task group focusing on key challenges
for mHealth services and mobile operators and degidn adequate strategies. Elinaz has also been
selected to contribute to the eHealth StakeholBgpert Group at the European Commission.

Elinaz holds Prince2 certification, an internatibynaecognized project management standard, and
has led several European projects in various aseah as health and pharmaceutical industry
reconversion, mobile telephony and e-security &mesal international consulting companies. Elinaz

is French-Persian and is based in Brussels. Sharhedernational management education and holds
an MBA with honors from the Institut Supérieur desBon in Paris.

4.5.9 Paul McCarthy, Global Security Intelligence

Paul McCarthy joined GSI as a Senior Analyst in 20Hlis research expertise encompasses the
social, ethical and legal impacts of new and emegrdechnologies involving surveillance, ICTs,
nanotechnology, biotechnology and neurosciencel IFasibeen involved in various European and
UK funded research exploring the ethical, legal aadial aspects of healthcare and ethical, policy
and legal issues since 2005. These include work WiK Biobank and the Northwest Genetic
Knowledge Park, research on the ethical and lesgaieis of mitochondrial diseases and genetics and
research on biotechnology in developing countrigsul has written articles and reports on these
topics, including work on health care policy anterdiseases as well as contributions to a number of
European organizations, such as ENISA, on ethiodlsmcial issues related to developments in ICT
and healthcare such as remote monitoring.

Global Security Intelligence is a project partmeMovingLife.

4.5.10 Thomas J. Olesen, Qualcomm Life

Thomas J. Olesen serves as Qualcomm Life’s ComaleRirector, Europe, heading up the
establishment of 2Net as preferred platform foratnpatient monitoring.

He brings extensive global experience from the evaf medical devices and in recent years
specifically within telehealth. A native Dane, tleEently contributed in making Denmark a leader in
telemedicine consulting the ministries of Science Health.

Due to his global background having lived and ogetalO+ years in major markets such as US,

Brazil and today Germany, Thomas J. Olesen offerglodal view on today’s challenges and
opportunities for telehealth.
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4.5.11 Sameer Pujari, WHO

Sameer Pujari has an earned Fellowship in Publathiénformatics from the Centers for Disease
Control. He has graduate degrees in Business Stddi8oftware Engineering and an MBA with
Gold Medal in Systems Management. He also hasiigaim information security and program
management.

Sameer joined WHO headquarters in Geneva in Fel@.200th WHO, he has worked with the
Surveillance team primarily leading the informafmregrams on tobacco control surveillance. He has
provided in country support in over 25 countriesARRO, EMRO, EURO, SEARO & WPRO
regions of WHO & has overlooked work in many otleeuntries. He has led many training and
capacity building sessions on implementation of naSillance, on using electronic data management
technologies & supporting the data management pignand setup for national level large scale
surveys.

As a member of the Global Tobacco Surveillance &y's informatics team, he has worked on
developing the data management protocols for ssriayaddition to the surveillance system, he is
also leading the development of the Global Tob&tontrol Data Bank at WHO. Since last year he is
also co-leading the development & implementatiorntha new joint WHO and ITU initiative on
mHealth for Non-Communicable Diseases.

4.5.12 Susanna Palkonen, European Patients’ Forum

Susanna Palkonen is the Executive Officer at theogan Federation of Allergy and Airways
Diseases Patients Associations. Susanna is a Meshbiee EU Consultative Forum on Environment
and Health of the European Commission Directoraté@g®al (DG) Environment, DG Health and
Consumers (SANCO) Indoor Air Quality Expert GroupdaAllergic Rhinitis and Its Impact of
Asthma (ARIA) Initiative Guidelines Advisory Comrtee. Her special interests are prevention and
environment and health from the patients' perspecti

4.5.13 Manuel Marcelino Perez Perez, Atos Research and Innovation

Manuel Marcelino Pérez Pérez is MS in Bioinformatiand Computational Biology from the
Complutense University of Madrid, Genomic Enginfem the Columbia University of New York
and Forestry Engineer from the Polytechnic Unitgrsf Madrid. Before joining ATOS, he worked
as researcher at the Memorial Sloan Kettering QGardentre and at the Spanish National
Biotechnology Centre. He joined Atos in April 200@here he is working in managerial tasks for
MovingLife project. He also works for commerciaskaforce of ARI, as well as preparing proposals
for research and development projects for the ErRangCommission and Spanish funding bodies

Atos is a project partner and Project CoordinatdviovingLife.

4.5.14 Susie A. Ruff, Centre for Innovation and Research

Susie A. Ruff is the director/CEO of the Healthcan@ovation Centre, the Capital Region of
Denmark. She has a M.Sc. in Economics and BusiAdssnistration from Copenhagen Business
School and has studied international businessamglihges in California, Barcelona and Paris. Susie
has also worked 4 years in Buenos Aires, Arger(ttead of Commercial Department, Royal Danish
Embassy). Susie has worked with innovation in seveositions at the Danish Ministry for Foreign
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Affairs/The Danish Trade Council and at the Darisign Centre. At the Danish Design Centre
Susie was the director of Design Promotion, anthi position her main task was to demonstrate to
enterprises and organisations how design can beé asea strategic tool for innovation. In the
Healthcare Innovation Centre (established en Aug06®8) Susie is in charge of creating innovation
projects that will result in products or servichattincrease the value for hospital departmentsisvar
An important angle in the work is to know what @irgg on at the international level, and to bring
new technologies and services from other industiegher countries into healthcare

The Centre for Innovation and Research is a prgaiher in MovingLife.

4.5.15 Jonathan Sage, IBM

Jonathan is a member of the global technology podiam within IBM’s Governmental Programmes.
He is the policy lead on cloud computing and cydesurity for the EU. In this role he is responsible
for relationships with European Institutions and Bié¢mber states and represents IBM in key
industry associations in Brussels covering techmploolicy. Jonathan has been closely involved in
Framework Programme research, having coordinat®tisiBarticipation from 2002 — 2006. Prior to
taking on this role, Jonathan was a managing ctarguin the IBM’s Strategic Change consulting
practice in the public sector based in Belgium.dBefoining PricewaterhouseCoopers where he led
the EMEA internal knowledge management team, aed tBM, Jonathan was marketing director for
a UK software company which pioneered the first@rce applications. He also spent 6 years as
Commercial Attache for the British Embassy in Viamesponsible for trade relations in the capital
goods sector. During this period he held a paretmost Assistant Professor at the University of
Business Administration and Economics in Vienna. Was also on the faculty of the Open
University Business School for its MBA course antbt in Strategy for Austria and the Czech /
Slovak Republics. He also worked earlier in hiseearat the United Nations in Vienna (UNIDO and
IAEA) in human resources.

Jonathan holds a degree in modern languages frefdrtversity of Oxford (MA) and an MBA from
Henley Business School, UK.

4.5.16 Jesper Thestrup, In-JeT ApS

Jesper Thestrup: reived his MSc. in antenna theory & radio commumacatfrom the Technical
University of Denmark in 1974 and later obtainedyrées in business administration from the
Copenhagen Business School and INSEAD. He worked flumber of years as executive manager
in a globally leading medical electronics compamyDienmark and in the USA. He founded In-JeT
ApS in 1997 in order to pursue his personal re$egoals and is presently Managing Director and
principal shareholder. He has been involved in fedgramme activities for over 10 years, including
eTEN, PSP-CIP, FP6 and FP7 projects. He was Teahvi@nager of the eu-DOMAIN project and is
chief vision architect in the Hydra, Reaction atbits IP projects. He has done extensive work on
concepts for innovative healthcare, eHealth and aftHesolutions, as well as new care models
and patient empowerment. He has authored and tot&ak several papers on systems architecture
and business modelling in relation to future iné¢dpased service structures.

In-JeT ApS is a project partner in MovingLife.
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4.5.17 Peteris Zilgalvis, DG CONNECT, EC

Peteris Zilgalvis is Head of Unit, ICT for Healfdirectorate - ICT addressing Social Challenges, DG
CONNECT. Earlier, he was Head of the Unit, InfegidDiseases and Public Health in the Health
Research Directorate. Until 2010, he was Head ef Governance and Ethics Unit, Directorate
Science, Economy and Society at DG Research, Eanofemmission. From 1997 to 2005, he was
Deputy Head of the Bioethics Department of the @duof Europe, in its Directorate General of
Legal Affairs. In addition, he has held various ifioss in the Latvian civil service (Ministry of
Foreign Affairs, Environment). He was Senior Enummtental Law Advisor to the World
Bank/Russian Federation Environmental Managemenje€r and was Regional Environmental
Specialist for the Baltic Countries at the WorldnBaP. Zilgalvis studied political science (cum
laude) at the University of California, Los Angelég the Law Centre of the University of Southern
California he obtained his JD, received the Darlisgundation academic scholarship, and he
completed the High Potentials Leadership Prograidaavard Business School. He is a member of
the California State Bar. He has published ovep@Blications on bioethics, economics, European
and environmental law in English, Latvian, and Eren
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5 Presentations & Discussion

The external speakers at the conference represdiiteent stakeholders from different domains in
order to allow for as wide a perspective of the ynfatets of mHealth as possible. Thus, speakers
represented legal and policy entities, academidystny (technology providers and developers),
patients, and health organisations. Speakers had bsked to present their perspective on a
particular aspect of the roadmap.

The EC was represented by Peteris Zilgalvis, wheead of Unit, ICT for Health, Directorate - ICT
addressing Social Challenges, Information Societg Bledia Directorate General (INFSO) and
MovingLife’s Project Officer, Jaakko Aarnio.

5.1 Key Note

Mr. Zilgalvis opened with a Key Note presenting nEW Framework Programme for Research and
Innovation,Horizon 2028. Current actions on eHealth of the European Comsionisare for example
the eHealth Action Plan, SWP on the applicabilityttee EU legal Framework to Telemedicine, the
planned Green Paper on mobile health and well-baopg and Horizon 2020. At the moment there is
a lack of legal clarity (data collection by appsagmentation, status of apps in general,
interoperability) and there are problems with timeroperability of technologies. Mr Zilgalvis
pointed out that at the moment there is a laclegél clarity (data collection by apps, fragmentatio
status of apps in general, and interoperability) #rat there are problems with the interoperabdity
technologies

The new programme of the European Commission, Hor2020, is a single programme with a focus

on innovation and societal challenges (e.g. hedimographics, well-being). It shall enable easier

access for researchers, seamless funding and neilide and inducement price. Public and private

partnerships, advisory groups, industrial leaderstexcellent and evidence-based sciences are
central. For the area of societal challenges aidimsdiplinary approach aiming at inclusive and safe

societies is desired. The negotiations are stifjoamy and therefore there will be no more FP7 calls
until the negotiations finish. The approval of therizon 2020 programme is expected for autumn.

Jaakko Aarnio presented the EC policies in relatiomHealth and examples of EC funded R & D &
| projects with mHealth elements. Mr Aarnio desedbhow the eHealth market is divided in 4

segments: 1) clinical information systems, 2) teddinine and homecare, 3) integrated regional/
national health information networks and 4) secoypdasage. The European Commission uses
different policy instruments to regulate this marke.g. digital agenda, DG SANCO council

conclusions on innovation in the medical device@eduropean Innovation Partnership on Active
and Healthy Ageing, directives related to dataguotion, security and privacy.

5 http://ec.europa.eu/research/horizon2020/index_en.cfm?pg=h2020
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5.2 Presentation of Roadmaps and Action Plan for the Widespread use of mHealth
in Europe

Project partner, Alessio Gugliotta, Innova S.ppaesented the conclusions
of the Consolidated Roadmap. The presentation wased on the
deliverableD4.3 Consolidated roadmap for mobile healthcare @alth).
The presentation focused on highlighting the megtartant conclusions as
the audience had received the deliverable pritleéaconference.

5.3 Today’s Perspective of the Movinglife Roadmaps

Four external speakers had been invited to eaahajiwief presentation on
Today's Perspective of the MovingLife Roadmaps. presentations in this
session were building on the previous overall pregen of the Consolidated Roadmap. The
objective here was to examine MovingLife’s threentfatic roadmaps from a stakeholder perspective,
thus allowing external experts to present theinwigf the roadmaps on respectively technology,
medical guidelines and regulations for mHealth.

Alin Stanescu, on behalf of Nicole Denjoy, COCIRegented an overview of the future of mobile
technologies for healthcare across Europe. Theeptason discussed various issues such as
emerging m Health technologies, opportunities, matiends, main barriers and regulatory updates.
Finally, COCIR’s recommendations were presentecciwhighlighted the importance of appropriate
reimbursement strategies, patient rights to actedbeir data, and the clarification of regulatory
obligations for mHealth.

Elinaz Mahdavy, Orange Healthcare, first preserdadoverview of what mHealth services and

solutions are used for but stressed that mHealdbles and supports health management. Ms
Mahdavy highlighted the importance of standardsmsoand interoperability as a pre-requisite for

future market development and industrialisatiombfealth solutions. The work of Continua Health

Alliance with respect to interoperability was emgisad as was the advantages of interoperability,
such as easier and faster access to patient infiormaost efficiency improvement, more consumer
choice, and more end to end security of data teasghational and international) etc.

However, Ms Mahdavy pointed out that there are séiVeral obstacles to interoperability, such as

inconsistent use of existing ICT standards, fragaten of healthcare systems across Europe, and
lack of governance etc. In order to overcome tlusstacles, it is therefore necessary to implement
interoperability to ensure end to end solutionsgoenage common standards at national and

international level, establish governance and hgadticy support, and ensure that end users receive
appropriate training and education in the use otaith.

Marc Droste-Franke, T-System, talked about the lehgés of enabling telehealth from a
technological and market perspective. He demomstrabw the market drivers and inhibitors may
affect the implementation of telemedicine. The latkproper reimbursement structures and legal
clarity were considered as crucial barriers. Mosgpuser acceptance is a pre-requisite for a sscces
transmission from a pilot level to sustainable iempéntation.

Sameer Pujari, WHO, gave a presentation on how tthHéachnologies can be used in the fight
against Non-Communicable Diseases (NEDJIr Pujari pointed out that mHealth, in particular

¢ Non-Communicable Diseases are by definition non-infectious and non-transmissible among people. NCDs include diseases such as
diabetes, (many types of) cancer, cardiovascular diseases, and chronic respiratory diseases.
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services and solutions based on mobile phonesariscplarly important and has a potential much
greater impact than other technologies in devefppoountries; access to mobile phones in
developing countries are much greater than accesemputers. The many possibilities of mHealth
in relation to treatment, prevention, and enforceimeere described. These included mDisease
Management, mWellness, mCessation, mAwaremenssainiig, mSmokefree, and mlllicit. The
WHO ITU joint program on mHealth for NCDs was ajsesented.

5.4 Socio-economic factors (Panel I)

Panel | focused on the socio-economic, legal aagtiicy framework in the Roadmap. The speakers
on this panel were Professor Stefaan Callens framddsity of Leuven, Belgium, who presented an
overview of the legal issues for mHealth in Eurcgeed Mariana Madureira from Infarmed, Portugal,
who talked about the legal issues concerning mHesdtutions and applications in relation to the
Medical Device Framework.

Mr Callens highlighted the need for short-term leggetions concerning liability, licensing schemes
and informed consent. On the long-term, legal astionust be taken regarding challenges for
healthcare practitioners, reimbursement of mHeadtlationship between patients and the industry.

Ms Madureira discussed the challenges for reguldto e- and mHealth, as they are in between the
legal framework for medical devices and Informataord Communications Technology (ICT). The
definition of medical device and software qualifioa are useful when trying to define to e- and
mHealth. Other relevant definitions are accessoryitro medical device and active implantable
medical device.

Ms Madureira stated that no matter which definitguits the most, there is a need for clinical
evidence and demonstration of conformity as theretoday with medical devices and ICT.

Especially, interoperability, compatibility, safegnd security demand for special attention when
testing the new solutions. To get further insightts. Madureira referred to working groups and
taskforces in the EU that look into medical dewitassification, borderlines and new and emerging
technologies. There is an explicit need for classifon and regulation of the enormous amount of
existing apps.

It was discussed whether mobile applications shbaldegulated, removed from the market or if only
the mobile applications with the least certificat&hould be removed.

5.5 Technical Aspects (Panel ll)

Thomas J. Olesen from Qualcomm Life, Germany, awhthan Sage from IBM, Belgium, sat on
Panel Il. Their presentations focused on the teldgmmal perspective in the Roadmap. The first
presentation focused on the current market tremasHealth and the second presentation focused on
cloud computing with respect to mHealth.

Mr Sage discussed the evolvement of the cloud. skedahow policies and regulations impact the
cloud development and concluded that very ofterr tingpact is negative and inhibiting. At the
moment, strong dynamics towards use of small mal@igces can be observed. Many use apps and a
huge innovation potential in apps that help peoplése better is possible.

It is important to realize that the cloud is comgb®f servers in many countries and operates across

borders and across jurisdictions. From a socio-@ton and legal point of view, it is therefore a
complex issue with complex regulations. Mr Sagedfwee advises that the EU needs to be open and

Page27 of 141



Moving Life
D4.4 Stakeholder Conference

non-protective to be competitive in global market ahat also the cloud should be open and
competitive and not protectionist. The EU shoultheéainvest in a global cloud than creating an own
cloud which he believed would fail.

The proposed data protection regulation is notdtlspecific but raises questions for those offering
cloud services. Problems include the lack of gfahbw it mandates data protection but also securit
breaches which have to be reported. The propogsitrmhibit development and uptake of services.
According to Mr Sage, the EU is too strict in datatection with regard to fines and restrictions.
This creates many additional costs for providers.

Mr Olesen was promoting the concept of having actedealthcare anywhere at every time. Easy
access to sensor technology and the cloud is reege3$e cloud should then give a harmonized data
set. To reach this, investment in technologiesnigartant. At the moment, problems and questions
often local or national and there are many barf&tsveen regions and countries. Harmonisation is
therefore necessary. Reimbursement was also medtias a key issue; mHealth will only be truly
successful with good reimbursement schemes.

5.6 Medical uptake (Panel ll)

Panel Il was represented by Mads Stampe Frederikean KMD and Susanna Palkonen from
European Patients’ Forum. This panel focused omtedical perspective in the Roadmap. First, on
how mHealth can be used to optimise clinical arghoisational efficiency from a medical provider
point of view, and second on what patients theneselvant and need from mHealth solutions; an
issue that is important to consider in promotinggra acceptance.

Mr Stampe Frederiksen stressed the importancemdlizng designing mHealth solutions only from a
technical perspective. Collaboration with end-usefen designing, developing and maintaining
technical solutions to the healthcare sector isrdggd. Otherwise the supplier and other stakehslde
misinterpret what triggers the usage of mHealthutsmhs and which contextual opportunities and
barriers are crucial for users. End users mustetber also invest time in the development of
mHealth solutions.

A technical focus is too narrow. Instead an orgatiosal digitisation focus is more adequate for
suppliers. The healthcare sector consists of iddalis who communicate and perceive mHealth
solutions and functionalities differently. To reashccessful implementation the supplier has to
redesign the work processes (new skills, roles msponsibilities) as well. Private and public
partnerships and/or new innovative public procunenpeocesses would ease this process.

Network coverage and connectivity are difficult goarantee from a supplier's point of view and
hence suppliers need to make more offline mHeatlntisns. The EU-member states need to
collaborate on getting better rural coverage.

Ms Palkonen also emphasised that the developmemhHéalth solutions must be user driven
(patients, relatives and healthcare professionmaller than technology driven. Not only to ensure
functionality of the mHealth solutions, but alscetthance trust and patient acceptance. For example,
by qualitative interviews, observation techniquiEgus groups, simulations, surveys, cooperation
with representatives from patient forums etc.

However, users need more information on how theyhkenefit from mHealth solutions, and more
knowledge about what is expected from them whengusiHealth. Especially, they ask for more
evidence-based information to enhance their trust acceptance. Furthermore, future mHealth
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projects should investigate how to make more imeiimHealth solutions which rely on existing user
patterns, targeted less IT-literate user groupk ascelderly people in order to challenge the agdn
public scepticism towards usage of mHealth solgtioy IT-illiterate.

Implementation of mHealth solutions is an oppottyro create better communication platforms
between different nationalities and avoid langubggiers. mHealth solutions can e.g. offer online
video-interpretation and voice-messages. NeverdhelaHealth solutions should not replace existing
traditional healthcare services, but be an addeovice.

5.7 Impact Assessment and Decision for the Future

The impact assessment and the future decisions we@resented by
Susie A. Ruff from Centre for Innovation and Reshaand Paul
McCarthy from GSI. First, end-users perspectivesnbtealth solutions
via the method simulation were presented, and mektealth and
EC2020 and the connection to the MovingLife projgete presented.

Ms Ruff presented the simulation method and howwhny it has been
used in MovingLife. Simulation in an innovation ¢ext is one method
out of many to involve end-users and stakeholdetee development of
new solutions, identifying barriers and new idelsls. Ruff explained
how it has been used in the MovingLife projectdentify the needs and
requirements of a COPD patient and healthcare gsmfeals when
using mHealth solutions. The focus of the simulatiteveloped in the
project was on the work processes involved whengusiHealth solutions from the patient and
healthcare professional perspective. The simulat@s thus not used in order to test specific
technical solutions.

The simulation examined the use of mHealth solsti@garding online emergency assistance across
borders, training of healthcare professionals feurthorities to consultants, harmonisation of mddica
guidelines and harmonised use of guidelines adrosters, and if secure Internet spots could craate
public perception of better online connectivity.llbaing the presentation, the simulation video
produced by the project was demonstrated. The vadgobe accessed via MovingLife's website:
http://moving-life.eu/articles.php?article_id=5

Mr McCarthy’s presentation focused on how a stnafeg mHealth development and implementation

can be aligned with the goals and objectives ofopeir2020. He pointed out that promoting the

development in mHealth is a complex task with a glem set of interrelated, interdependent and
sometimes competing factors. The MovingLife Roadramps to help foster the environment for the

use and deployment of mHealth and as such the Mbifsn Roadmap can be used as a guide with
recommendations for creating the most optimal domth so that patients, healthcare professionals
and society at large can reap the potential benafitt advantages of mHealth.
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6 Summary of Recommendations from the Stakeholder
Conference

During the presentations and the panel discussspeakers and the audience made several
recommendations for the future initiatives with nalle solutions. Their recommendations are
summarised below.

» A global cloud is the only solution
» The EU needs to be open and non-protective to tmpettive in the global market
» The cloud should be open, across borders and ictitza, competitive and not
protectionist
» The EU should invest in a global cloud; nationaley cloud systems are bound to
fail.

» Harmonisation at the EU level essential to overcamass-border issues that restrict the
uptake of mHealth

» This is crucial in the area of reimbursement: OiflynHealth is recognised as a
reimbursable act and reimbursement can be guathrdemss borders can it be
successful and the right to free movement can beagteed.

» Harmonisation is also important when it comes ability. Not having concrete clear
and transparent rules on reimbursement leadsaokaof trust of users and difficulties
for companies in exercising their right to freelpyide services.

* Responsiveness of data protection legislation to ¢teallenges
» The proposed data protection regulation does mirtead issues of cloud computing
> In general the legislation in this area has todsgptable to emerging technologies
» Industry regards the new proposal as being togictge. Here a balance has to be
found between consumer interests and economiestter

» Patient rights and needs have to be central
» The focus of mHealth projects and legislation 8 ¢dten on industry, policy makers
and care-givers
> Only if patients are integrated in the developnard implementation of new mHealth
strategies and products a high level of trust axeéptance can be guaranteed.

» Apps as medical devices have to be addressed
» This is one of the biggest challenges in mHealth
» There must be clearer rules on the possible cleadn of medical apps as medical
devices
> Better protection of data and privacy are needed
» Liability must be defined.

» Liability
» Harmonisation across borders is necessary in dodee able to exercise the right of
free movement.

» Patients’ perspective
» mHealth is not the goal but can be a tool to desgré@equality in healthcare
» mHealth should be user-centric
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» Safety in using devices and services must be gtesdn

Interoperability is key
> In all areas: healthcare systems, technology, legaldards
» International commitment to standards is essential.

Sustainability is essential
» Get rid of pilotitis
» Bring good projects from research into practicages
» Ensure long term political commitment
» Ensure long term financial stability (political apdvate).

Governments need to take ownership of mHealth
» This ensures high-level commitment and high-lewelperation.

Better integration of mHealth into traditional hbalre delivery structures
» It can increase accessibility
> It boosts user acceptance and trust
» It can lead to easier /correct reimbursement sirast
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7 Movinglife's Action Plan

The MovingLife Action Plan for how the roadmaps kebactually be incorporated into technology
design and what actions should be taken to secuwadaspread uptake of mobile healthcare
technologies is presented here. The Action Plan lteen consolidated on the basis of the
recommendations from the Stakeholder Conference @kapter 6 above) and MovingLife's
Consolidated Roadmap4.3 Consolidated roadmap for mobile health

7.1 Socio-economic and Policy Framework Actions

Data protection and privacy

Development of a clear framework

Guidance on applicability of new developments itagaotection to mHealth

Stronger emphasis on privacy by design

A balance has to be found between consumer intea@st economic interests with regards to

data protection legislation

The focus of mHealth projects and legislation is @ften on industry, policy makers and

care-givers; patient rights and needs must be aeotw

» The proposed data protection regulation does mirtead issues of cloud computing

» Higher amount of flexibility of data protection apdivacy legislation is needed in order to
respond to changes in technology (adapt to emetguigologies)

» Privacy and data protection should be central fedical apps.

VVVYY

A\

New actors in healthcare

Improve guidelines

Harmonisation of regulation concerning new prof@ssi

Increasing importance of computer scientists

Changing role of physicians and nurses

The focus on profit might increase.

Boundaries in healthcare are expected to becomgylalue to a different perception of health
and lifestyle.

VVVVVYY

Reimbursement schemes
» Recognition of mHealth/eHealth as a reimbursabie ac
» Harmonisation of mHealth reimbursement structurekrales at EU level
» Stronger cooperation between Member States
» ltis equally important to reorganise healthcareational level
» Focus on equity is necessary, when selecting thebtesement schema.
Inclusion and ethical guidelines
» Use mHealth to guarantee accessibility of healthcar
> Establish and promote ethical guidelines
» Accessibility has to be guaranteed in financialneras well as through educating care
providers and patients in the use of new technekgi

Liability issues
» Harmonisation of liability at European level forthdealthcare providers and users
» Harmonisation across borders is necessary in dalbe able to exercise the right of free
movement.
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Interoperable healthcare systems

VVVYY

A\

Harmonisation of standards at national and Europ=aet

International commitment to standards is essential

Coordination of therapies

A discussion about the definition of interoperdbiland interoperable healthcare systems is
still needed

Main advantages of mHealth in creating interoperdiaalthcare systems includes improving
healthcare systems, reducing healthcare costsparehsing patient empowerment.

7.2 Technologies and Application Research Actions

Interoperability & Standards

>

YV VVY

Interoperability concerns many areas, e.g. heakhcastems, technologies and legal
standards

Implement neutral, trustworthy and transparentdseafs

International commitment to standards is essential

Make semantic interoperability an imperative

Industrial standards associations, in strong cajmer with EU, National Healthcare Systems
and National Governments, should stimulate anddambnize standardization efforts.

Security and Safety

>

>
>
>
>

>

Use of cloud computing paradigms to ensure easyfasidhccess to data and interoperability
between healthcare systems

The cloud should be global, open, across bordets jansdiction, competitive and not
protectionist

The EU should invest in a global cloud; nationakdr cloud systems are bound to fail
Enforce a greater degree of administrative comtfalata

The patient perception of the control over hisiealth record in cloud solutions, as well as
the patient satisfaction needs to be improved

Safety in using devices and services must be gteedn

Apps as medical devices

>

>
>
>

Include Apps in the revision of the MDD framewodkear rules on the possible classification
of medical apps as medical devices are essential

Liability must be defined

Implement trustworthy certifications

Conformity of Apps to the existing directive muse lecided with clear organisational
responsibilities defined in who ensures conformity

A new authority to perform market surveillance @edification issue is needed

Apps as medical devices should only focus on tremdetions that have a direct effect on
treatment or diagnosis

mHealth service providers should revise their bessnmodels and focus on a few relevant
Apps.

Connectivity & Interface

VVVVY

Ensure ubiquitous broadband coverage

Convergence of systems into medical devices

Decrease of energy need of medical devices

Robust communication in short-mid range Wi-Fi teabgies

Medical Apps should be able to run without a cotina¢c whenever the application allows it
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» Extensive piloting actions are still needed to destiate their safety, as well as their actual
effectiveness and reduction of costs with respeekisting non-invasive solutions

» The development of innovative technologies sho@ddupled with proper public awareness
and education campaigns to address user acceptabili

» Technology advances for robust communication shadohplement a sound regulatory
framework in multiple directions (hardware and waite).

Sustainability

» Get rid of pilotitis

> Bring good projects from research into practicages

» Ensure long term political commitment

» Ensure long term financial stability (political apdvate).

7.3 Medical Uptake Actions

Patient empowerment and individualisation

VVVVVVYY

Acknowledge heterogeneity of patients

Educate patients in the use of mHealth

Individualism is key to integration

mHealth should be user-centric

Overcome differences in ability and motivation

mHealth is not the goal but a tool to decreaseuakty in healthcare

Patients should have the possibility to opt ouh pfescribed mHealth-based treatment
for whatever reason.

Patient-doctor interaction

>
>
>
>

Redefinition of the role of clinical staff

Education of healthcare providers

Healthcare staff need evidence-based data in twdanst new mHealth solutions.
Maximise the expected improvement of the qualityd/an the efficacy of the
healthcare professionals’ work.

Medical Guidelines

YVYVYYVYYV

European standards and templates for medical guésel

Integrated care pathways

Better integration of mHealth into traditional hbalre delivery structures

Training of clinicians

Reaching consensus in creating new guidelines fdeaith with local engagement
and decisions at national level.

Personalised health systems

>
>
>

Cross-border accessibility of data
Standardisation of data exchange
Define ownership of data.

User acceptance

>
>

Developing several points of access to health cesvi
Establish uniform regulations to increase trust

» Ensure usability and quality
» Fostering competition between mHealth solutions @hér alternative ways to access

treatment. This would eliminate less efficient dmd quality solutions
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» Involve patients in the development and implemémabf new mHealth strategies
and products to ensure a higher level of end-usgst &nd acceptance

» Involve mobile phone operators, mobile health comgx and call centres, which will
have a crucial role in running Health solutions

» Governments need to take ownership of mHealth sarenhigh-level commitment and
high-level co-operation.
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8 Conclusion

MovingLife’'s Stakeholder Conference succeeded ingimg together different mHealth stakeholders
to discuss the many issues surrounding the deplotymise and potential of mHealth services and
solutions. The presentations by external experievied by questions and discussion with the
audience provided valuable input to the MovingltiReadmap that was presented in the previously
published deliverabl®4.3 Consolidated roadmap for mobile healfthus, as a result MovingLife

has here presented an Action Plan for how the Rapdran be incorporated in technology design
and what actions should be taken to secure a widagpuptake of mobile healthcare technologies.
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9 APPENDIX: Presentations

9.1 Jaakko Aarnio, DG CONNECT, European Commission: Towards Horizon 2020

EC mHealth activities

Jaakko Aarnio, Dr Tech

Research Programme Officer, Health and Well-Being
DG Communications Networks, Content and Technology
European Commission

Stakeholder Conference on the Future of mHealth in Europe
The European Commission

Meeting Room 0/S1, Building BU-25, Avenue de Beaulieu 25,
Brussels

18th April 2013 from 9:00-17:00

outline

Definition of eHealth market - mHealth as subset
mHealth related policy hooks

Examples of ongoing EC funded R&D&I projects with
mHealth elements
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[—
Cerarission

Definition of eHealth Mgrket *)
&

"The eHealth market can be defined as comprising the following @en‘e!ated major categories
of applications:

1. Clinical information svstems
a) ﬁﬁgg_a#s_e%_t%ajs_ for health professionals within ca
adiology Information Systems, Nursing Informat
Assisted Diagnosis, Surgery Training and Plangg

b) Tools for primary care and/or for outside
and pharmacy information systems.

ions (e.g., hospitals). Examples are
ms, Medical Imaging, Computer
ms.

re institutions such as general practitioner

2. Telemedicine and homecare, peg#p ed health systems and services, such as disease
e monitoring (e.g. at home), te!e-consuftaﬁon, tele-care,

mation networks and distributed electronic health
17 as e-prescriptions or e-referrals. [Cross border

EHR+ePrescription]

4. Secondary usage

ation and health promotion of patients/citizens such as health portals or

online hea ation services.
b) Specialise s for researchers and public health data collection and analysis such as
bio-st: programs for infectious diseases, drug development, and outcomes analysis.

tems such as supply chain mana’g]rement, scheduling systems, billing systems

rative and management systems, which support clinical processes but are not used
directly by patients or healthcare professionals.”

*) Lead Market Initiative - eHealth Taskforce report 2007

eHealthhttp:/iec.europa.ewinformation_society/activities/health/policy/lmi_ehealth/index_en.htm

Europa
Crarrission

mHealth related micy hooks (1/2)

Furopean Innovation Partnership on Active and Healthy Ageing,

+ http:/fec.europa.eu/information_society/activities/einclusion /deployment/ahaip/consultat
ion/index_en.htm

* Strategic implementation plan (SIP), November 2011

Digital Agenda for Furope, Key Actions 13, 14 (telemedicine), 8 (radio
spectrum policy)
. http:/ /ec.europa.eu/digital-agenda

eHealth action plan
http://ec.europa. eufinformation_society/newsroom/cffitemdetail.cfm?item_id=9156

DG SANCO Council Cenclusions on Innovation in the Medical Device sector
+ http:/ /eur-lex.europa.eu/LexUriServ {LexUriServ.do?uri=0J1:C:2011:202:0007:0009:EN:PDF.

Guidelines on the qualification and classification of standalone software
used in healthcare within the regulatory framework of medical devices (DG
SANCQO, Health technology and Cosmetics)

* http:/ fec.europa.eu/health/medical-devices ffiles/meddev/2_1_6_ol_en.pdf

+ Implicit classification of mHealth apps, telemedicine and web based systems, follow-up
expected - work in progress
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Coarwrizsion

mHealth related policy hooks (2/2)

Revision of the regulatory framework for medical devices (DG
SANCO, Health technology and Cosmetics),

= consolidation and simplification
= new and emerging technologies have challenged the current framework
= http:/ fec.europa.eu/health/medical-devices/regulatory-framework/index_en.htm

COMMISSION STAFF WORKING DOCUMENT on the applicability of
5!'5% Sjastmg EU legal framework to telemedicine services (Dec

»  http: / / eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=SWD:2012:0414:FIN:EN: PDF

= Licensing; conditions for processing health data; issue of reimbursement; new
Directive 2011/ 24 on the patients’ rights in cross-border healthcare; liability

Green paper on mHealth applications Health and Well-being, DG
CONNECT

» focus on legal aspects, under consultation
» Expected 402013

Data protection, privacy, security related directives

or deployment (CIP)
mHealth elements

projects with

AP@home (diabetes)

CAALYX (FP6, continuation in CIP)
CD-MEDICS (point-of care diagnostics)
HeartCycle (cvd, tailored drugs for
patients)

Help4Mood (depression recovery)
ICT4DEPRESSION (depression
recovery)

INTERSTRESS (psychological stress)
METABO (diabetes)

Mobiguide (clinical-quideline-based
guidance for professionals and patients)
MONARCA (mental health, bipolar
disease)

MovingLife (roadmapping for
mHeafgi, pm%ary focugpfor%mfca}-
medical use)

Nephron+ (renal care)

REACTION (diabetes)

Renewing Health (large CIP covers
three most prevalent chronic diseases,
includes mobile element)

SENSORART (cvd)
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SmartPersonalHealth
{roadmapping, Continua health
alliance, final report available)
SmartHEALTH {f’:pofn.t of care
diagnostics, FP6, finished)

StrokeBack (stroke)

Mobiguide (df'abetesg Patient Guidance
Decision Support Sysitem

DECIPHER - Pre-Commercial
Procurement _rg]ect on mHealth
solutions applied in public healthcare

FP7 Call 10 being evaluated and
negotiated_ this ?ormg includes
opportunities for mHealth related
projects

CIP call 7 gfoen until 15th Mag{ i
o;)portum ¥ to include mobility
element under Public Procurement
for Innovation (PPI) funding
intrument, obj.3.2 a)
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Contact us

eHealth’

=

| followmel
_.-.F-ﬂ"'

http://ec.europa.eu/digital-agenda/en/digital-life/health

EU.ehealth
eHealthWeek

@EU _ehealth
@EU _ehealthweek
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9.2 Alessio Gugliotta, Innova S.p.a: Roadmaps for technology, medical guidelines

and regulations for mHealth

¥

The Movinglife Project

MoObile eHealth for the ViNdication of Global
LIFEstyle change and disease management solutions

Stakeholders Conference
The Movinglife Roadmaps

Brussels
18 April 2013

Alessio Gugliotta

INNOVA SpA

Technologies and
Applications

5/ o '
K ‘ & i L

mHealth L4
Roadmaps Medical Uptake
7 g i—‘—"-_ﬁ:&ﬂg

FE S 3t

Socio-Economic
Factors
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>>>

Medical Uptake
Roadmap

DD cors

Patient empowerment and Medical Guidelines

Individualisation

User Acceptance

Patient-doctor interaction
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))) Patient empowerment and individualisation

mHealth has a great potentialto empower patients to be able to
manage the care of chronicillness outside hospitals and clinics.

»* Acknowledge heterogeneity of patients
» Educate patients in the use of mHealth

# Indmdualism as key to integration

O Owvercome differences in ability and motivation

O Possibility to opt out of prescribed mHealth-based treatment.

)) Patient-doctor interaction

| A changein the patient-doctor relationship is expected.

»* Mew skills and a redefinition of the role of the clinical staff.
# Training for future clinicians will need to be designed.

» Role of Universities/Hospitals in provide new training.

O Healthcare staff needs evidence-based proof in order to trust
new mHealth solutions.

O Maximise the expected improvement of the quality and/or
the efficacy of the healthcare professionals” work.
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)) Medical guidelines

Presently medical guidelines show big differences across but
also within Member States.

¥ Minimum standards and templates and integrated care
pathways are needed.

O Reaching consensus in creating new guidelines for mHealth
with local engagement and decisions at national level.

)) User Acceptance

The success of mHealth will be particularly determined by the
trust of the users

# Developing several points of access to health services.
» Estabilish uniform regulations to increase trust.

* Ensure usability and quality of mHealth solutions.

O Fostering competition between mHealth solutions.

3 Involving mobile phone operators, mobile health companies,
and call centres.
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2>

Technologies and
Applications Roadmap

_ -:I

))) Personalized health systems

Data is centrally stored within institutions. Data is not available
across borders and in some European countries data is not even

accessible across regions on a nationallevel,

# Cross border accessibility of data, based on flexible and secure data
storage and sharing platform, as the ones currently investigated in
cloud computing approaches.

# EU should consider standardizing the exchange of data and tagging
data in order to improve safety for the patient.

#* Define ownership of the health data and the responsibility of a given
healthcare professional to act upon these if necessary.
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>>) e

Interoperability
and Standardization

; : Connectivity
Apps as medical devices and Interferences

))) Interoperability and Standardisation

There are not widely adopted, interoperable standards and
software and hardware does not work with each other.

# Implement neutral, trustworthy, transparent standards.

» Semantic interoperability (for both software and hardware)

O Industrnial standards associations, in strong cooperation with
ELU, Mational Healthcare Systems and Mational
Governments, should stimulate and/or harmonize
standardization efforis.

_ -1
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))) Security and Safety

Secure storage and distribution of personalelectronic health
records, such as where they are stored.

# Cloud computing paradigms may represent an opportunity.

» Maintaining confidentiality and integrity of the information
stored in all forms and ensuring data backup and recovery
processes.

a It needs to be improved the patient perception of the control
over his/her health record in cloud solutions,

O the patient satisfaction to e.g. enable storing/moving patient
health record simultaneously in multiply devices.

))) Apps as medical devices

Applications for mobile devices (Apps) are a growing market and
have started to enterthe healthcare sector.

#* Medical Device Directive (MDD) needs a revision.

# Trustworthy certifications for medical Apps.

O Anew authority to perform market surveillace and
certification issue is needed.

O Apps as medical devices should affect only those solutions
that have a direct effect on treatment or diagnosis.

O mHealth service providers should revise their business
maodels and focus on a few relevant Apps.
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))) Connectivity and Interferences

Lack of connectivity orinterferences could be a put off factor for
final users thus potentially affecting the impact and user
acceptance of mHealth.

» Ensure a ubiguitous broadband coverage.
# Convergence of systems into integrated medical devices.

# Robust communication in short-mid range Wi-Fi
technologies.

O Medical Apps should be able to run without a connection,
whenever the application allows it.

O Technology advances for robust communication should
complement a sound regulatory framework in multiple
directions (hardware and software).

2>

Socio-Economic Factors
Roadmap
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D P ; | Interoperability of
: Healthcare systems
Privacy

e
New Actors : ¥ ; 5#"'1 Liability
in Healthcare "ﬁ. ? -~

Inclusion and Ethical
Reimbursement Schemes Guidelines

))) Data Protectionand Privacy

Legal safeguards for data protectionand privacy willtherefore have
a crucial role in the future success of mHealth.

» The development of a clear framework is needed, and one
that is able to adapt quickly to future developments.

» More specific guidance from EU is crucial, and additional
communications directives or regulations could illustrate the
application of the proposed changes for mHealth solutions.

» Stronger emphasis on privacy by design is needed.

O Higher amount of flexibility of data protection and privacy
legislation is needed in order to respond to changes in
technology
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)) MNew actors in healthcare

Healthcare will no longer be provided only by the traditional
caregivers like nurses or physicians.

* Improving existing guidelines to address the complexity of
new processes.

» Harmonization of requlation concerning these new
professions at the European level.

O Increasing importance of computer scientists.
3 Changing role of physicians and nurses.

O Boundaries in healthcare are expected to become blurry due
to a different perception of health and lifestyle.

)) Reimbursement Schemas

Reimbursement is of crucial importance for the success or failure of
new technologies and innovations in healthcare.

# The acceptance of mHealth as a reimbursable act in all
European healthcare systems is of pivotal importance.

» A stronger cooperation of Member States in the
reimbursement of cross border mHealth semvices, facilitated
by the EU.

O It is equally important to re-organise healthcare at national
level.

O Focus on equity Is necessary.
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)) Inclusion and Ethical Guidelines

| mHealth will be of crucial importance in this area

# The realization of inclusive, patient-centred approaches will
create a general base for the acceleration of mHealth.

# Ethical guidelines concerning mHealth will help to increase

the acceptance by safeguarding these issues but also by
promoting patients’ fundamental rights.

O Accessibility has to be guaranteed in financial terms as well

as in educating care providers and patients in the use of new
technologies.

-

))) Liability

‘ Liabifity varies enormously across different national systems.

» Liability needs to be, where possible, harmonized at the
European level during the next years, in order to guarantee
legal certainty for both providers and users of mHealth.

i3
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))) Interoperability of healthcare systems

It should not be neglected that interoperability also plays a role in a
socio-economic context,

# Coordination of therapies to facilitate interoperability.

¥ Harmonisation of standards at national and European level.

3 Main advantages of mHealth in creating interoperable
healthcare systems are:

O Improving healthcare systems and reducing healthcare
costs.

3 Increasing patient empowerment

Please see us here:
WL maving-life.eu

Roadmaps are available at:
http:f Fwwrve. movine-lfe.sudownloads. php

Thanks foryour attention
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9.3 Nicole Denjoy, COCIR: Future of mobile technologies for healthcare across

Europe

Suslainable Competence

iNn Advancing Healthcare

PovingLife PP P

Stakeholder Conference on the Future of

mHealth in Europe

Future of Mobile Technologies
for Healthcare across Europe

Nicole Denjoy
COCIR Secretary General

Presentation delivered by Alin Stanescu, Qualcommm

18 April 2013, Brussels

I
1.
2
3
4
5
6

Summary

mHealth Technologies
Opportunities

Market Trends
Barriers

Regulatory Updates

COCIR Recommendations
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Suslainable Competence
in Advancing Healthcare

1. mHealth Technologies
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Mobile technologies: a challenge or an

opportunity for better healthcare?

62% of physicians are using tablets
81% of physicians have a smart phone

- mHealth:

emerging technologies and examples

= Increasing use of wireless functionality to transmit raw data, diagnostic
health information, critical aspects of care, emergency services and
personalised information.

= At hospitals, at home and outside the home: broadband technologies to
seamlessly provide information and connect healthcare professionals,
caregivers, patients/citizens and healthcare authorities.

Mobile data Monitoring Surveillance Diagnostics
management

EHRs: Drug compliance Dizease incidence Tailored access to

Schedules Chronic ilinesses Disaster relief medical information
Appointments Treatment and Post-market surveillance resources far spacific
Billiﬁg inf:_:rrna_‘ﬁon medication reminders sCenarios
“ePrescription Surveys/questionnaires Videoconferencing
Payment/reimbursement Lﬂ'c_'a_tiunand FEsSoUrCE Remote visual diagnosis
: tracking

Smartphones, tablets, connectivity (3G, Wi-Fi), Apps/Os, cloud, web, security,

eldentification, RFID, Bluetooth, GPS, sensors, metres, patches, drug delivery chips,
home health hubs
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Wit
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mHealth
Value Chain
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arighnal equipmant manuzgturers

5
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Suslainable Competence
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2. Opportunities
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mHealth Opportunities

e

1. Healthcare systems are striving to respond to rising
demands for better services with fewer resources.

2. MHealth can enable new models of care that improve
access and quality, empower patients and make
healthcare systems more sustainable in the long term.

3. As multi-standard chipsets and low-energy wireless
technologies continue to emerge at increasingly
commercially viable prices, and as higher network
capacity becomes available, more advanced mobile
uses in hospitals, in the home and outside the home
will be possible.

[ - -
A revolution taking place...

1. Mobile is the most pervasive communications
platform

In 2013 the number of mobile cellular subscriptions will reach 6.8b, corresponding to a
global penetration of 96%, making the cellular network the most pervasive platform that
exists today. ITU Statistics, Global ICT developments 2001-2013.

Source: Pyramid Research (2018), Health check: key players in mobile healthcare.
2. Facing established demographic trends

Healthcare expenditure is expected to grow to 8.5% of GDP in 2060 (from 7.2% in
2010) as a result of demographic ageing alone
Source: DG ECFIN and AWG (2012)

3. Modernising and improving efficiency of healthcare
delivery

Integrating eHealth and mHealth in healthcare delivery brings a degree of sophistication
to healthcare systems by allowing a faster flow of information that can transform
healthcare systems from a fragmented approach (prevention, primary care, treatment,
rehabilitation) to a seamless continuum of care where all levels are closely interlinked
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3. Market Trends

] Estimated mHealth
revenue (2013-2017)

2013 2014 215 2018 2017

Brow M evrore ] usicanapa

Sources: Commonwealth Fund, 2009; CSC, FhRMA, ANA, AHA, 2011; Deloitte, CMS, 2012; GSMA 2012
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I
Growth of mHealth Apps

120,000 -
120,000 Sra1a
20,000 -

50,000 -

TG0

an,nnn -

0,000 - kit

T
20 2m M
m Total naumber of mhealth apps

Source: Research2Guidance, 2013

iNn Advancing Healthcare

4. Barriers
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Barriers

I

1. Insufficient awareness and confidence

2. Slow digitisation and health
information exchange

3. Market fragmentation
4. Data protection regimes
5. Budget restrictions

Suslainable Competence
iN Advancing Healthcare

5- Regulatory Updates
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On-going considerations

e At European Level:
- Medical Device Regulation
— Green Paper from DG Connect
— Data Protection Regulation
e At International level:
- New Item on Medical Software

Approved in 2013 by:
P, s

International Standards
supporting smart regulations

=

e An important on-going work at
International Level: 3 key
references to remember
d IEC 82304-1
O IEC 62304 Ed2

O IEC 80001-series work (hospital
networks)
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. Integrate mHealth in healthcare care delivery
structures

. Develop appropriate reimbursement strategies
. Enable patient access to their data

. Support mobile broadband policies that sustain
investment in connected services

. Clarify regulatory obligations for mHealth
. Foster use of market-led international standards

COCIR Recommendations
1
2
3
4
5
6

I

Thank you for your attention

Nicole Denjoy

Tel : 00 32 2 706 89 60
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Elinaz Mahdavy: mHealth Interoperability

Orange
Elinaz Mahdavygd &
April 18th 2013*°BF

K

orange’

mHealth is a fuzzy concept,
covering many different kind of services.

Mobile devices
for care givers SEsibE | Education '&}BX(“ \

Tmer e

g™ warenes '[D‘ |
= 3 ’ %tﬁ,’

Tele B
assessme [Bal
b \ = Personal
< o emergency
}- )l system
2 3
Remote Wellness &
monitoring prevention
Mobile access e
to HIS & diabeoy Trackin
clinical ¥ 9
systems

mHealth by Orange Healthcare 2
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A first breakdown based on usage

Health
management

Prevention and
wellness

Services for Health
Professional

Remote
monitoring
Mobile access .
to HIS & dlabeoﬁ
clinical
ystem
mHealth by Orange Healthcare 3

mHealth is about efficiency but also about access to health
In any case, it's mainly about health management

More than 50%
of mHealth revenues

w
Services for Health Health Prevention &
Professional management weliness
B2B B2C
Tele Personal emergency
assessment system
Mobile devices for care
givers
Remote monitoring Wellness &
prevention
mHealth by Orange Healthcare 4
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fOtE monitoring Services
are on their way

Crange Healthcare

In health management, devices are key but telcos
provides access and security.

Orange has already been working with devices
manufacturers like Sorin on chronic disease

It starts with a device, but

=jt's all about remote
access to data &
intermediation

=with high security
standards

r
-

fﬁ'
l\\.x*
- France, United Kingdom, Spain, Germany, Italy, Canada: SMARTVIEW, a

remote monitoring device for patients with arrhythmia using defibrillators that
transmit data, in cooperation with the Sorin roup

orange’
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Healthcare processes are in place, every actor has its place, as a
Telco, we are positioned between device and software players,
integrating innovation in healthcare process.

interoperability

Pay per use model, with high flexibility

Security, confidentiality

Interoperability

-

Capability to deliver an industrial-strength, turn key solution

In order to overcome the complexity of an end to end e/mhealth
result, we believe that standards, norms and interoperability are a
key and pre-requisite to market developpment / industrialisation

of e/m-health solutions..

i N

\, J

@

Continua

HEALTH ZeliaNCE

Security| | Billing || Bl || Collaboration || Helpdesk

Connected Device Plateform: managing
SIM and messages on a remote basis

S

5

P

Health Hosting
Compliant with health standards

b

Integration to deliver turn key solutions

Consulting to help our customer to write specifications
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What is Interoperability?

It is the ability to communicate and exchange data accurately,
effectively, securely and consistently with different IT systems,
software applications and networks in various settings

Continua Health Alliance : is an organization bringing patients,
caregivers and healthcare providers together whose aim is to establish a
system of interoperable personal telehealth solutions. Continua develops
interoperability guidelines and a product interoperability certification
program with a consumer-recognisable logo. Continua also engages with
regulatory

authorities and governments to address cost, safety and securi @

personal health systems. Continua’

g

Why encouraging interoperability?

> Easier and Faster Access to Patient Information (national and
international)

> Better Diagnosis, quality of treatment and better Patient safety
> Cost Efficiency Improvement

> More consumer choice, market development and improve
competition

> More end to end security of Data transfers (national and

international)
1(]
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How to move forward and face Interoperability
obstacles

> |nconsistent use of existing ICT Standards

V

Fragmentation of Healthcare systems across Europe

WV

No clarity on Privacy and Data Protrection

A

Set up clear Governance

A

Training and Education on ehealth interoperability

1

Take aways

- For Oranﬂe Healthcare, mHealth is about Health Management to
increase healthcare effectiveness or increasing access to healthcare

- Healthcare actors and their place in the value chain are set but we
need interoperability to insure end to end solutions.

- Encourage common standards at national and international Level.
Team

- Need Governance , Leadership and Pragmatism

- Health policy support, including the perspectives of healthcare
provider organizations and healthcare professional bodies.

- End users’s Training and Education
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Thank you
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Marc Droste-Franke, T-System: Regulatory and Standardization Framework

Challenges of Enabling Telehealth

Marc Droste-Franke, Strategic Area Health - Section Telemedicine

Bruaselur,ﬂ«pul 18‘“ 2013

Market model - value propositions.
The virtual clinic as extension of the conventional clinic.

s R EAITE

= aeer |—_ E _|DI"_'IIIE|L LT AT T A L =
b B NIDODNINEONININEND

g * B § mmmm i nooEmmmm
T ———H# E mmmma MmO EEm
7

Apd1E® 2013
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New chances for telemedicine.
Driver and constraints

= Demographic trend + Fragmanted market sirLCiure

* aging population o W SYNETY

= lack of doclors v Zrohlams of interoperability
= Cost reduction potential « Miszing stendards

= o5t pressure « Mo legal ramewark

= costcontral

Technalagical innovations :medicine market in Gerrany

« research '
reimbursemant

= Lowlavel of tust and conflicts
betwesn insurance COmpanias,

= growth
Hiaher guality of medical care

Personal responsibility
Healih awareness

T - -Systems-

Apel1E®, 2013

= High level of -equlgticn of healthoars

= Open financial aspecls, deficient

Higher gality of lile healthcae providers ang aatiers

Driver: Telemedicine market development.

Due to the demographic development and the ongoing financial issues in health care
analysts predict a growth rate between 13-179% until 2020.

Market Trends:

+ Increasing demand for electronic health services in
Europe

» Telemedicine is an essential partand driver

» Projected growth rate of 13-17% by 2020

« Coetzavings by telemedicine driven by kees
rehogpitalization - improved medication up 1o 5% i

passible
»  EU legal framework &z & driver for cross boarder
offerings
2012 2014 2016 2018 2020 >
5P 3%b
Fioland Berger Study, BCC Research, DB Research, 2010, Revenue in Billion ELA .
SCAN

TH-arket: Revenue per region in 201 3

T - -Systems-

Aprl1E" 2013
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Driver: Market model for telemonitoring.

érmac:y Mode!
= Telemedicine as part of regular healthcare and therapy (Versorgungsstrukturgesetz)
= Daoctor prescribes telemedicine like medication or medicals aids and appliance
= The clinic mandates the telemonitoring suppliers
= Paid by msurances, initial subsidization by public institutions

Case management model

= [nsurance dnven and paid, aims to increase therapy compliance in order to save cosis

= Health insurance institute makes an agreement with physicians and telemonitoring-suppliers
aiming fo reduce costs of attendance, esp. of chronic sufferers

= Cost savings driven by less re-hospitalization, less medication

ersonal invest model - selfmanagement
= Telemonitoring offers for customers / 2nd healthcare market
= Lifestyle or fitness in combination with online journal or cifizen health record | Burgerakie®)
= Private pay, doctor can be consulted by using iGel-services

Apdl1E® 2013

Constraint: Confidence and acceptance.
From “pilotitis” to sustainable region wide services.

From pilot projects to a sustamable implementabion of telemedicine

Current situation
= Telemedicine projects as initiative of single dectors, who are confronted with
deficits in healthcare
» e-Health@home-map:
= 277 projectsin 118 cities and communes
= 13 projects in Saxony, thereof 9 not in regular health care provision
Target situation
= Overcoming the heterogeneous telemedicine landscape
= Establishment of model regions
= Establishment of reimbursement models
= Establishment of comprehensive available and interoperable e-health-solutions

T - -Systems- il
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Constraint: Deficient reimbursement.

prohibition with subject to the possibility
of authorization §137 Abs. 1 5GBV
|

—

Effort notin

permission with subject to the possibility
of prohibition §137c 5GB Y

Effiort in
| EoM |

Reimbursement

= Today: Compensation via selective IC-contracts, pilots, [Gel, etc.

* Regular Care: Catalogues contain just reimbursement for remote
technical monrtoring of implants — no remote monitoring

» “Wersorgungsstrukturgesetz” defined the task to consider
ambulant telemedicine in EBM until March 312, 2013

= Discussion ended inconclusive 2 Fosiponed .

III = lsystemSl Sowe Tes — Theoriemnd Prasis, He. 1, 17. Isargang -Mai 2008, 5. .54,
Ingzitut 10 Techri: TFTAS), [ N L e T TS L eSa Apl B 2013 7

Constraint: Missing legal clarity.

R s

= Prohibition of exclusive remote treatment (§7 Abs. 3 code of medical ethics) -
“AusschlieBliches Fernbehandlungsverbot”
= Defintion unclear- it seems to restrict the exclusive remote treatment only
= Bentences against forbidden adverfisements of remote treatment and remote
diagnostics and therapy*

‘Data privacy and medical cnni’idenﬂélﬂy
(/ ’ :\\ | = No consistent data privacy rules: distributed responsibilities between state and countries
[

| andinstitutions
: __:': = The rights of the patient in respect of medical confidentiality require a specific
— protection concepis — e. g. & complex roles and rights management

ﬁevﬂ-ﬁping a mecﬁ-ca-l. prﬂl:il.-lﬂu

= Germany "Medizinproduktegeset="{medical product law) and "Medizinpredukt-

Standiartts: Betreiberverordnung” {medical product operation regulation)

DM EM 60601-1-4

oo BN s0s01-1-11 | = Medical classification of product depends on claimed intended use

DN EN ISO 13485 = depending on classification = Specific product development processes have to

DN EN IS0 14871 be in place (risk management, documentations, handbook, venfication, validation,

DIN EN IS0 9001 | regulatory approvals, studies, ...}

= High risk for manufacturers: A wrong selfclassification may lead to production stop and
penalties or on the other hand long and costly development processes

A © oot VDTV B o oot B
"I= " .Systems. "Saurce i OLBKEN, Urieilvam 1008202 Az § U 33511 andt OLG Minchen, Urislvom D2.06.2012,42 23 1570132 "
Aprl1 8% 2013 B
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Telemedicine: Socio-technical health and care services.
. lelemedicine is both a health service and an information society service.™

Medical Stalf

Phyzicians

Hestth Insurence Co

* Egurre: Communication from the B COM on Teemadicne COM (2008589 sndg, .3 17042013

Telemedicine topics which are enabled by Telekom.

Stroke

. .Tu morboard

10
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Many thanks for your attention!

Marc Droste-Franke

Strategic Area Health — Segment Telemedicine
T-Systems International GmbH

Franzésische Str. 33 ac

10117 Berlin, Germany

Phone: +49 30 8353 85175

Mobile: +49 151 5284 5399

E-mail: marc.drostefranke@t-systems.com

i - -Systems-
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9.6 Sameer Pujari, WHO: mHealth for Non Communicable Disease

Fighting the global health

& @ = M burden through new
technology:

WHO ITU joint
agreement on mHealth
for NCDs

BE
HE@QLTHY
BE

RESBILE TECHMEZM N TOR FCEEALT Y LA

World Health
Organization

Non-Communicable Diseases(NCDs) and their causes

Diabetes Chronic
Respiratory
Diseases

Cardiovascular

Other NCDs

Unhealthy
diets

BE
HE&ELTHY
MOELE
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The socio-economic burden of NCDs

USS$ 1708

is the overall cost
for all developing

Sonling up noticn ageire:
nancommnicakla disases

ey sty wdil | ot T

“lusS 7T

t i

“ :ﬁ?' countr.les LG scale is the cumulative
HP action Y lost output in
implementing a set developing

~\|°." of "best buy" 3

&u—‘h ; . countries
interventions, 2 ;i
. P associated with
identified as NCDs between

et priority actions by BRI, 5011.2025
WHO

BE
HEGLTHY
MOBLE

"This is the second health issue ever to be addressed at a special
meeting of the United Nations General Assembly.

We should all work to meet targets to reduce NCDs.

WHO's best buys serve as excellent guidance"

Ban Ki-moon # UN Secretary-General = 19 September 2011
» High-level Meeting on NCDs «New-York
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Why is mHealth important?

5
500
40
3000
220
20
10
1}
11
y — 1 I

sl Seds Conpules MLl v Sglalivn

Mobile phones reach
further into developing
countries than other

technology and health
infrastructures.

Fourk 1. el gy s Bl 1-rall s wl-lilis o ey g counlies (illine).¢

Source: "mHealth for Development: the Opportunity of Mobile Technology for Healthcare in the
Developing World", 2009

EE
HESLTHY
EdLDH.I.

& : . -
S+ Mobile Health solutions could save $400 billion from
healthcare bills in OECD countries by 2017

* Mobile Health solutions could save 1 million lives in sub-
Saharan Africa over the next 5 years

== e
Sariria: GEMATal

Haury Why is mHealth important?

MOBE
R e—
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Why is mHealth important? Next 5 years:

Figure 20. Gizbal IPve-Capable Mebie Devicez Soach 4.2 38 on by 2007

Numbar of Devices (8] iz A e
5.0 -
4.2E
25
JB I I
0.0
20019 21113 2914 2015 2016 217

BE Semuries £eo SR P
HEELTHY
MODBLE

Why is mHealth important? Next 5 years:

Macbility United States »
Bill Gates Says that mHealth’s Time Has Come

In his column for the Projec: Synadicate portal, translatec inte Spanist and republished by Clarin.com.
the founder of Micrcsoft and Co-Fresident of the Bill and Melnda Gates Foundaticn reveals his newly
optimistic cutlock for the digital empowerment of users and zays that it iz time that healthcare reaps the
asz=zociated benefits.

[04tan 20132 | Comments |

His zolumn segins: "A decade ago, many people believed that the praliferation of
mobile cevices in Africa would mean a short leap to digital empowerment. It cidn®:
Digilal empowerment is 2 long and ongoing process. andthe mere existence of
cellular fechnology coes not immediately change how poor pzople mzet their basic

. needs.”

He goes on to recognize that the situaticn has improved and we can begin to benefit
significantly fiom the proliferation ol simalphones. “Bul wow, aller yedrs ol investimenls, digilal
empowierment is underway, nwing to A conflience of facsors including growing natwaerk coverage, mora
capable devices. and ar expancing catalogile of applications. As mcre peope obtain access to better
and cheaper dicital technolcgy, an inflection point is eventually rzached, at which the benefits of
providing digitally serdces like bankng and healkh care clearly oatweigh the costs. Companies are then
willing ta make the nvestments required to build new systems. and customers are able to accept the
trarsiticn costs of adopting new bekaviors ™ he zays

i rmi
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There are a number of challenges with mHealth

EV i d e n c e Costs not analyzed
No

evaluation/review

technology
c a e Expensive technology

Scattered
pilots Closed

Pilotitis
No
integration Business model?
of systems

EE
HESLTHY
II’.lLDH.E

Looking at evidence for NCDs
(PREVENT, TREAT, ENFORCE)
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Treatment:
the technology exists and there is enough evidence

EE
HEGLTHY

TREATMENT: mCessation, disease management

Number of successful THE LANCET i T
SMS-based behavioural .. Y. .
change programmes for i

smokers have been SR e A o ek Ce—
successful in the US, UK S o T B 4 oo i L S

and New Zealand, g }
Europe (mostly High % - ey

income nations)

Diabetes Manager: Proven
clinical impact observed
during early trials reported
a 1.9% Alc drop in
participants***

EE
HEELTHY
MOELE
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PREVENTION: mAdvocacy

*Pubmed studies show : significantly greater increase
and intention/expectation to exercise using Internet
and mobile phone-based physical activity program

Ex-smokers are unstoppable :
* Launched by the European Commission

* showcases the benefits of a life without
smoking through the achievements of ex-
smokers

* web and mobile phone advocacy messages

EE
HEELTHY
HE

MOEE

mSurveillance for tobacco control

epresentative household surveys

ntries (17 completed/data released)

5 68.8% of world’s population 215yrs

old level data & 350,000 ho
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PREVENTION: mTraining

* mTraining : used for training health workers on:

— Adhering to prevention of NCD risk factors

* The cessation counselling coupled with social
media and incentive based systems using
standard WHO cessation guidelines for doctors,
health workers and dentists.

* Graphic MMS messages reporting dangers of ‘
NCD risk factors for trainee nurses as part of the
mTraining modules

EE
HEGLTHY
HE

MO E

ENFORCEMENT: mProtect (Geo-tagging)

Text says: No

smoking
*We can create geotagging/geofencing :"'t_s'defi;
projects as well as “citizen mapping” to SRERE
create images of smoke free cities on the smoking
internet for people to be able to update areas.

and provide a citizens shadow FCTC
report.

“Smoke-Free” local area SMS text
message at Shanghai Expo, 2010

EE
HEGLTHY
HE

MO E

PageB3of 141



Moving Life
D4.4 Stakeholder Conference

ENFORCEMENT: mlllicit

Using mHealth technology developed for
counterfeit malarias

We can address big issues related to
counterfeit cancer drugs

Advanced tools such as barcodes and

barcode readers can be also used by
Customs officers and consumers to identify
smuggled cigarette packs.

EE
HESLTHY
B

MOmLE

We have reached out to a number of foundations,
governments, private companies, individuals

Orsz
i.r_,.. -
ru UL u
f

(far Forenitatiien
DH ’ Department JOHNS HOPKINS
y of Health _1_%L)1t__l_l_|\ 11]_1 I_HI S W
LTI EE e W [ Y =
. dU :?\39-51 EH%%_ Bupa /l‘!f\.,_ HEALTH ALTHURTY - A3UTHe: (740 P l:tiglf'k-;o::';l
2L FusAID | — %5 5|] k

6 *ma I'r% I?—I i‘@:_ f - i ¥ .'I

: iéﬁ T 1 i |

Pegns® ‘%: i ! E]J.ﬁ]j{rj

* AGFUND

g = iy
FEEeE lc---m"amu-u' gl s bt

RﬁﬁEEELUER MARKLE [s
FOUNDATION  FUUNDATION E
N .
- =N~ mHealth Alliance g ;
IFFMA = Toegig 1] \
e = CISCO. —

Pl Mgm @ Norad ,,

Med:l:rum:
A BT!

s CtiSTIAD

.
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What is needed

NCD burden/
high burden
of specific

EE
HESLTHY
EII‘-DI.E

Cross sectoral partnership model

Insurance ,
Pharma,
Wellness,
Telecoms, IT,
Sporting
Industry, Othe
Private Sectd

NGOs
and
Academia

EE
HESLTHY
EII‘-DIE
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Importance of transparency and accountability

‘UnnED

* We are aware of best
practices in terms of
donor reporting and
relations

*  Partners will be
recognized on ITU
website and receive
audited reports

+ Donors can
potentially track in
real time the impact
of their funds on end
users due to the use
of mobile in the

B ensn sapud

|50 BEASG REMMER T DVERALE HOR RIS,
MALAR MO TE TRROUGH MASKET ZOLUTIONS

FWS -
Or 7L RS

(R 5 KN AT R
{15 G W T

TR AL LE kL
VTF T PR3
T - A )

L2 SGAVI
o a7 ALLIANCE

MESTT-EFOLECER

project
Benefits for Stakeholders
Telecoms/Private U sgencex Government Individuals
sector NGOs/Civil Societies

EE
HESLTHY
HE

MOmE
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WHO 1 I0'joint program oh mHealtb for NCDs

Objectives

e Create global, regional and country level platforms to bring together key
stakeholders to enhance collaboration in achieving NCD goals through
technology.

* Develop cost effective, sustainable and scalable mobile NCD projects.

e Strengthen the capacity of local stakeholders towards optimal and efficient
use of available resources.

* Validate the use of mobile NCD projects for results, quality assurance and
cost/effectiveness and to share best practices.

BE
HESLTHY
MOmE

:' . *

T
“The WHO ITU joint initiative on mHealth for NCDs is a promising
innovative intervention to see how to use new technologies to

better health outcome"

Helen Clark * UNDP Administrator ® 31 January 2013
» Harvard School Public Healthe Boston, Massachusetts
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Structure

BE
HESLTHY
MOmE

Costa Rica :
Champion example

¢ Commitment from the President’s office from day 1.
® 1 million dollars committed by the Government
® Strong leadership from the MoH

* High end coordination between MoH , MolCT, eGovernance group

Proposed in January, launched in country on 9™ April

EE
HEZLTHY
HE

{1 [u]: N3
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mHealth for NCDs
Business case

GOOD BUYS
FOR GOVERNMENTS

mHealth is a great mechanism to use the mobile infrastructure for
out-reach and save significant funds in the health sector.

World Health
Organization

mPrevention mEnforcement mCessation mSurveillance
mAdvocacy » mSmokeFree 5MS Based = Data from all other tools feed
* Messages sent to population * Smoke free zone detectors » Smokers recruited through into a menitoring and evaluation
on: * Smoke mesaurement devices | » Health system databases, Mass mechanism for ongoing
* Harms of Smoking « GeoTagging and Heat mapsof | campaigns, Quit lines assessment and
= New Anti Smoking Laws to smoke free zones, POSs etc

help enforcement

# Health risks from smoking

= Supported by mass and social
media campaigns

mTraining
* Mobile based training of Health
workers
# Help spread advocacy
# Help direct smokers to
assistance
* Help pregnant mothers to
avoid tobacco
use
= Mobile based training of
teachers

* milllicit
» Tracking illicit trade

* Automated messsages sent
based on Algorithm to different
sets (willing quitters, mon willing,
sponsored, by age, by level of
addiction etc.)

* Algorithm to pick Different
messages and different
frequency based on attributes

* Follow-up

* Apps Based

* Measuring use and impact

* Conduct surveys for
measurement
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EE
HE&L
HE
MDA

REAL-WORLD CAREGIVER IN INDIA

Suaen Wi

Karthik, a 29-yzarald wierking professanal fram Tarmilnadu in Seath irdia, uses a
bl pheane wlh e Hez ol ed in Lhe inDiabeles progran because

hiz tathier has had diabates tor the last 3 wears, mbDiabstes provides inforration o ——

diabazzs and its comp ications, the edtant of the sroblem ninda, hove dizbates can b
pravantad with increasaed physizzl activity and health ar dist, 2nd gives tips cn how

Lo irchude Fusa ey Babsils inlo cne's caily lhe, " Eanlizn iy ToLhien did ool ga Ter Bis wealk egu-
barly v o caelul abnoal bris el arsd see gl oo roakae Bim o Tor 2 ealk

every day, have added more hoalthy food iters t s diet and mace him avare of the
prablerns of disbecas. These messzges have helped rme gain a better undarstanding

of diabetes. which | usa to help my father have a batter lifa.”

SMOKING CESSATION

TSI, Camnmner, LK

When | found out | was pregnant, | was delighted — until | realized what it meart

for ry smoking, I'd been meaning to quit for ages, but hadet found anvthing which gave
e cnagh mothation to keep at it for more than aoseck or twa, But oven being
pregnant didn t make saying ne 1o cgarcttos easior,

Then a callzaque introduced me to MiQuit. Its a suppant progranime for

precnant smokers, like A4 far tobacoo. The really qreat thing about it is, its all on ey
mbile. Thers are no inconveniznt weeakly mestings; instzad, | have all the suppsort,
encouragement, and lack of judament whenever | nead thern most. | used to ba fond of

a cigarette with my marning esprasso: for me, that was the time when | despearataly

rhizsad srmoking. MiCuit would message me every morning rerminding me what 2 difference
guitting tobacoe would make to my bakby's developrnent. It made that <igaretie

o less irmviling,

The other great thing abaut MIDut wes that like a real counselor, | could contact

them in ermergencies. Thare weare caded texts which |oould send i 1aes really cravinng A
ringarette, nreven atter 1'i given inand had one and felt guilty riCTE s alweays thers

for you, and you dor't hawe tooworny that you're bothoring thom at a bad tire, Thanks o
the prograrmme, I've now stopped smoking completzly — by tha time George was born

I'd complataly lost interast in cigarettas, sven with a double espresso.

Country costing model

* In country engagement

* Project adaptation and
Country Contribution development

* Country Implementation

* Monitoring and Evaluation

. ¢ Content Development
Country Operations :

Support =

Development of tool kit
Impact assessment

* Program coordination and
management

* Mobilize stakeholders
Informal expert groups

Global Operations
Support

Innovation
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THANK YOU!

Contact:
mHealthForNCDs@who.int

MOBILE

DS TEC - DO TR A BRI LTS

BE
HEGLTHY
EﬂLDlE
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9.7 Stefaan Callens, Universiteit Leuven: Legal issues for mHealth in Europe. An

overview.

Legal issues for mHealth
in Europe. An overview

Stefaan Callens

[MCALLENS

il

Apps and health care systems

» Globalization and individualisation (right to make an
informed choice)

« Impact of mHealth on health law

|IMCALLENS
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Existing Legal Framework

« TFEU

» Directive 95/46 — Draft Regulation

» Directive 98/34

« Directive 2002/58

« Directive 2000/31

» Directive 2007/47 — Draft Regulation
« Directive 1997/7

« Directive 2011/24

« Rome | and Rome Il regulations

A

|5ECALLENS
Short term legal action is heeded
« Liability rules?
» Specific licensing scheme?
* Informed consent?
|5ECALLENS
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)

Long term action

« Challenges for health care practitioners and hospitals

» Reimbursement of mHealth

» Relationship between patients and the industry

[mCALLENS
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9.8 Mariana Madureirq, Infarmed: mHealth and the Medical Device Framework - A
Closer Look

GONVTRE
@ BoRTUGAL

uuuuuuuuuuuu

mHealth and the Medical Device
Framework — A Closer Look

Movinglife project’s Stakeholder Conference
18 April 2013

Mariana Madureira |u i nfa rm Ed

Avmndade Yacienal dz Mescemente
e Froduios ve Seuse (P

SUNTRE
@ BoRTUGAL

D el

Medical Devices ICT

Mariana Madureira mHealth and the Medical Device Framewark — A Closer Look 1', i_nfarmed

R
i ciacice el
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New challenges for regulation...

* Standalone Sofware might be medical device

* Communication System (wireless data transmission)

* Complex systems (that combine medical devices,
softwares, software as medical devices )

Mariana Madureira mHealth and the Medica! Device Framework — A Closer Look ‘l’ i_nfarmed

i padalst

wariana Madureira mtealth and the Medical Device Framewsrk — A Closer Look 1', i_nfarmed

- ik
HIE P
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TR DT

uuuuuuuuuuuu

- Software qualification

Sofware is qualified as a medical device when specifically
intended by the manufacturer to be used for one or
more of medical purposes set out in the definition of
medical devices.

Redital &, Diretive 2007/47/EC (hitp.//ew-lex.comopa.eufLexlriSen: LexUrniSeny do furi=0J: L3007 247002 1:0055:EN-PDF
MEDDEV 2.1/6 [hitp-/fec europa eu/health/medical-devices files/meddes/z 1 & ol en.pdf)

Mariana Madureira meaith and the Medice! Device Framework — A Coser Look t', infarmed

TR DT

uuuuuuuuuuuu

Medical Device Definition

* Diagnosis,

... any instrument, o ti
* Prevention

apparatus, appliance, intended by the « Monitoring
software, material or other manufacturer o st >
article, whether used alone to be used for 2 Alleviation/of
or in combination, human beings disense; nfuryor
including the software for the purpose: !

handicap
* Investigation,
replacement or

intended by its
manufacturer to be used
specifically for diagnostic

and/or therapeutic ::;dalﬁ:::_t:ln z:
purposes and necessary for s ofm pr;wsio[:giml
it : “ T Diretive 2007 /47 /EC o
s pmper EPP ca n, process...
Mariana Madureira mtealth and the Medical Device Framewsork — A Closer Look tl, mfarmed
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LR
@ FORTUGAL

R e

Other definitions that might apply...

* Acessory (point 2b, article 1of MDD)

* In vitro medical device (point 2c, article 1of MDD)

* Active implantable medical device (point 2c, article 1 of
AIMDD)

MDD — Directive 93,/42/EEC, as amended [http://eur-lex europa.en/LexUrisery/LexUrisen do ?uri=CONSLEG: 199310042 - 20071011 EN-PDF)
AIMDD - Directive 90/385/EEC, as amended [http://eur-le europa.eu/LexuUriseny/LexUrisen. do 7uri=CONSLEG: 199000385 2007101 1:EN:PDF)
IWDD — Directive 98/78/EC (hitp:/feur-lex europa.eu/LexUriseny LexUrisery.do Puri=CONSLEG: 1998L0079: 20090807 -EN-PDF)

Mariana Madureira mtealth and the Medical Device Framewsork — A Closer Look 1', i_nfarmed

<acicialne

Demonstration of conformity and clinical evidence

' “Demonstration of conformity with the essential
requirements must include a clinical evaluation in
accordance with Annex X.”

Essential Requirements [ERs) — Annex | of MDD
= e~
Mariana Madureira mHealth and the Medicol Device Framework — A Closer Look gl, infarmed
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Clinical Evidence

(demonstration of
conformity with the ERs)

~ Support medical purpose
# Benefit/Risk analises
# Taking account the State of the art /

Clinical Data

annex ¥, of MDD
MEDDEV 2.7/1 Rev.3 {(http//eceuropa.eu/health/medical-devices/files/meddesy/2_7_1_ol_en_ pdf}

Mariana Madureira mHealth and the Medicol Device Framework — A Closer Look gl, i_nfarmed

1 o
arcisnciamin s

LHCWTRR L
@ PORTUGAL

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

Clinical evaluation

Where demonstration of conformity with essential
requirements based on clinical data is not deemed

appropriate, adequate justification for any such exclusion
has to be given based:

* on risk management output and under consideration
of the specifics of the device/body interaction,

* the clinical performances intended

* and the claims of the manufacturer

Annex X, point 1.1d) of MDD
= |
Mariana Madursira mHealth and the Medicol Device Framework — A Closer Look d’ infarmed

bow
i cisigriainn '}
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Improvements on Medical Device framework*
- Interoperability/Compatibility

Point 11.5 of Annex | - Interaction of devices with their environment:
"Devices that are intended to be operated together with other devices or products
shall be designed and manufactured in such as way that the interoperability is reliable

and safe

Point 6.2 (e) of Annex Il - Additional information in specific cases

"If the device is to be connected to other device(s) in order to operate as intended,_a

description of this combination including proof that it conforms to the general safety
and performance requirements when connected to any such device(s) having regard

to the characteristics specified by the manufacturer."

Annex | - GENERAL SAFETY AND PERFORMAMNCE REGUIREMENTS
annex |1 - TECHNICAL DOCUMENTATION
* Revision of the MDDs — COM Proposal [hitps//ec europa ew/health/medical-devices, files/revision_docs/propasal_2012_542_en pdf]

Mariana Madureira mHealth and the Medicol Device Framework — A Closer Look tl’ i_nfarmed

ke m it
arcisnciamin s

Point 19.3 m) of Annex | — Information in the instructions for use
The instructions for use shall contain the following particulars:...
For devices intended for use together with other devices and/or general purpose
equipment:
= information to identify such devices or equipment, in order to obtain a safe
combination, and/or
= information on any known restrictions to combinations of devices and
equipment.

Mariana Madureira mHeaith and the Medice! Device Framework — A Closer Look lu infarmEd
iy Tkt ik
i cimcicedalar 'y
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LHWTRR
@ FORTUGAL

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

- Safety/Security

Point I1.11.2 of Annex | - Interaction of devices with their environment:
Devices shall be designed and manufactured in such a way as to remove or reduce as
far as possible and appropriate:

(¢) risks connected with reasonably foreseeable external influences or environmental
conditions, such as magnetic fields, external electrical and electromagnetic effects,
electrostatic discharge, radiation associated with diagnostic or therapeutic
procedures, pressure, humidity, temperature, variations in pressure and acceleration
or radio signal interferences;

(e) The risk associated with the possible negative interaction between software and
the environment within which it operates and interacts;...

Annay | - GEMERAL SAFETY AND PERFORMANCE REQUIREMENTS
Anne 1] - TECHMICAL DOCUMENTATION

Mariana Madureira mteaith and the Medicn! Device Framework —A Closer Look d’ i_nfarmed

bowe et
arciacaiaier B

- Standalone Software

' Point 14 of Annex | - Software incorporated in devices and standalone
software

Annex | - GEMERAL SAFETY AND PERFORMANCE REQUIREMENTS
Anne 1§ - TECHMICAL DOCUMENTATION

Mariana Madureira mHeaith and the Medice! Device Framework — A Closer Look lu infarmEd
iy Tkt ik
i cimcicedalar 'y
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LHWTRR
@ FORTUGAL

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

» COM'’s discussion fora*

MD Classification & Borderlines EG
* WG Software

WG New & Emerging Technologies — NET
* Telemedicine SIG

*http://ec europa eu/health/medical-devices/dialogue-parties ‘'working-groups/index_en_htm

Mariana Madureira meaith and the Medicn! Device Framework —A Closer Look d’ i_nfarmed

- ik we el
A cian pasaley )

CWTRE
@ BORTUGAL

[T ST PR

Thank you!

Mariana Madureira,
INFARMED, I.P. - National Authority of Medicines and Health Products
E-mail: morigne. madureing @informed. pt;

meaith and the Medical Device Framework — A Closer Look 1" i_nfarmed
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9.9 Thomas J. Olesen, Qualcomm Life: Trends on mHealth developments (cloud
paradigm).

Qualcomm Overview
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Qualcomm Reporting Segments

e e— =
Y1 I
E_E‘"" 1 L
ey, B B

TECHNILOEY
LACENSING

A, ey i Lioamming
WWinetesy Tacrmoiogies

3G 4G

_lql_l 2 i

N i Y 7 ;
3 a4 _--I"."_ : 'u - *-,.- = R "
| S : g B b

Corpeny confEerdi 7032 ﬂ

More people have accessto cell phones than
drinking water, electricity or a toothbrush

A A

MOBILE DEVICES HAVE OVERTAKEN
WORLDWIDE POPULATION®
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QUALCOMMLIFE

Our Mission

Mobilize healthcare

Our Vision

A world with access to healthcare anytime, anywhere

Healthcare is a Critical Global Issue

— e

Chronic Disease Obesity Aging Compliance

860M 400M 600M $300B"

FOM peoplein HA & EU have at least 1 chronic diseass

4% 50%

e apdenaieg i mecand s et by P i b
L L ri iy et

R O AR Bl ek I - PR s B
Dl oF Sl o L
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Leveraging Qualcomm’s Unmatched Expertise

« Operating for nearly 25 years
- 40 countries on 4 continents

« 8 dedicated Network
Operations Centers worldwide

« Mearly 16 million mobile data
messagesitransactions daily

- Helping over 10,000
businesses manage millions of
devices around the world

=1 W P A, T AT COesl Ty =
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Disease Management Kits

B
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2net Platform: Informatics Engine

2net Connect API
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QLIALCOM LIFE
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9.10 Jonathan Sage, IBM: Evolution of the cloud in the EU and its limits

PovingFfe Jp I P

Stakeholder Conference
18 April 2013

Jonathan Sage
IBM Europe, Governmental Programmes Cloud and

Cyber security Policy Lead

Cloud Value Chain m
mHealth

Orimiral design manuaoiure s

i
@ Chipsetimeaule
VHISOTE
i
H

Original 23 uipment manufacturers

Intrastructurs

:\-\\:-;:nhi:r nétwerk Aperns o= 2- |

.
4 wandos
L|E yn"}{ﬂ =
i N— '
]
o] == % Cloud based
i (L ]
" rrianEged sevicey

ASC Proaasrs
o ¢ Insurance
;""\‘ S rmmpanics
A J

Falignls/users
Henltheare organisaticasffuthorizics
Healthear protessinnals
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Cloud landscape

HOME A2

f
ENISA

in EU

Cybersecurity
strategy &
Directive on NIS

ETS|

JUST | &3

e

.-"'F
Data protection reform

CNECT H4

ENISA

Regulation on elD
and Trust services

Mobile data
management

Monitoring

E EHRs Drug compliance
5 Schedules Chronic illnesses
; Appointments Treatment and

medication reminders
Surveys/questionnaires
Location and resource
tracking

Billing information
ePrescription
Payment/reimbursement

TECHNOLOGIES

Smartphones, tablets, connectivity (3G, Wi-Fi), Apps/0S, cloud, web, security,
eldentification, RFID, Bluetooth, GPS, sensors, metres, patches, drug delivery chips,

home health hubs

Surveillance

Diagnostics

Tailorad access to
medical information
resources for specific
SCENENOos

Wideaconferencing

Remote visual diagnosis

Disease incidence
Disaster relief
Post-market surveillance
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2013 2014 2015 2016 2017

[l EurOPE

[l usicanaDA

120,000 -

100,000 - 5113

20,000 -

50,000 -

AT RO

40,000 -

20,000 - L7350

.

2010 201 R

mTatal number of mhezalth apps
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9.11 Mads Stampe Frederiksen, KMD: mHealth for clinical and organizational
efficiency

KMD Healthcare

Medical uptake of mHealth in the Danish
care sector - for clinical and organisational

efficiency

Business Developer, Mads Stampe Frederiksen

KMO

IT MET IMOSIET

Todays 3 topics on how to speed up mHealth
adoption

1. Design with the end user in mind - UX
design

2. From technically focused digitisation to
organisational digitisation

3. Network coverage

B KM

T MED [HDSICT
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KMD
Public IT since 1972

KM

T M0 IHDEICT

& K0 A5
DlAS &
AADODDED W, 1.0

B KMO

T MED IHDHIGT
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B KMO

T MED IDGIGT

Private company in 2007

KM

T MED IHDEIGT
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Electronic care record (ECR)
-KMD CARE

On the Danish market since 2000

KM

T MED INDSICT

50 Danish municipalities

>100.000 healthcare professionals -
care assistants/ carenurses

KM

T D HEEIGT
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1.Design for the end user

B KM

T WD HDEICT
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22, aPRIL 2013
& KM WS
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Citizen activity
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B KM
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& MO ASS

MOBILECARE GUI oS 13

DOKUMENT KB/ VERSION

Menu

My starttic ' Fiyt besaqg

Personale

| Akut bes Indberet
Dagsplan Log af ' = n
Vis registrerede beseg

Komim. aversigt Oprel komm. tirsdag d. 29/1 ki, 07.00 - 15.00 (+/- 1 1)
Vagt Ikke pabegyndt

27:00 -HJ. /rap. 10 Kllent 91 &r G

Brugeropsaetning

Klient . . g
Laes journal Opret journal 1.2 Parsonlig hygisina
Dagbog Fravaer 1700 -Ole Jansen =
- w— J7:25 Professergyden 23 O
Funktionsvurd. Medicin 6.1 Medicingivning -
Tilharsfarhold fokusomrader Hold gje med ar Ole tager
medicinen
Visitation | Pakker 6.2 Medicinadminstration &
PETYT i )£:00 -Cirkeline Sommersol ks
Skift klient Stamdata 18:50 CGistargade 10. 1. th (neqgls 2541)
Hj=lpemidler 8.1 Tojvask

/.1 Rengaring
1.6 Hudpleje

Effektmalinger Online 1.1 Bad

- 1.2 Porsonlig hygiojne
Kontakter J8:00 -Peoter Traening =

Pagel20of 141



Moving Life

D4.4 Stakeholder Conference

organisati

2. From tec:hnu:r.—mllz;nal Hsed digitisation to

Igitisation

KM

How the amtomer exploined d ¥ adoe Haoeer ht Analyst designed it

Haw the Programmer wroke §

deacribad i

dncuimantad

Horwr thie project wos What oparations instlied Hovy the cusicmer was billad
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3. Network coverage and connectivity

...—---E T e Udenders A

e Y -
e Sy B @ 17-71 Mbigss
=l (3
a I P e 7] 2-17 Mbit/s
e
=0 5 o G . F
gl 3g mobile coverage in Denmark 9} 02" 2 Kbk
s Op til 0.2 MbIt

o = e - i
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We designed from an engineer perspective

We didnt commit the organisation to change

its workprocesses.

We underestimated the bad network coverage

Dagsplan

¥ KL 1030 - 11:30

&

BN KL 11:45- 12215

& mliclsPrter Dougoord Tanneasy
Skonderborgee] 221, 8250 Viby |

+

o
o
Q

E= KL 13:00 - I4 30
-_'-|.-..—-_--.:- '- it

mngE)l t?\telgl unt?%
ased on:

1. UX designed

2. Redesign of the
organltsations
workprocesses

3. Offline

B KM
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EC INITIATIVES

» Network coverage (good job keep on...)

» Interoperability (good job keep on...)

» New competencies and training schemes

» Living labs and public private innovationpartnerships

» New innovative public procurement processes (agile
development contracts etc)

» Clinical guidelines and standardization for the caresector
(at least in DK)
» Patient empowerment - cultural change and

patient/citizen demand will push mHealth adoption on the
clinical side

Thank you very much for your attention!

Mads Stampe Frederiksen
mfr@kmd.dk

www.kmd.dk

KM
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9.12 Susanna Palkonen, European Patients Forum: mHealth and patient
acceptance: What is required from the patients’ point of view.

mHealth and patient acceptance: What is
required from the patients’ point of view

Trust as a key factor for end users’ uptake of mHealth

Findings of the European project

Eﬂ N OfTR %

-

Susanna Palkonen, Vice President

Panel: mHealth & healthcare delivery @ Moving Life Stakeholder Conference Brussels,
18 April 2013

£ £ & STRONG PATIENTS' VOICE >.< N
TO DRIVE BETTER HEALTH IN EUROPE § § /

europaanpatients forum

e

1
aurcanpatients' forum

THE CHAIN OF TRUST PROJECT

* Focus: perspective of end users — patients, doctors, nurses,
pharmacists — on Telehealth

* Why this project?
v" Poor awareness and acceptance of end users

v Thorough understanding of end users perspective missing

* What? Assessment of end users views on barriers, benefits,
key drivers for acceptance of telehealth — qualitative and
quantitative methodological approach

€ £ 5 STRONG PATIENTS' VOICE TO DRIVE BETTER HEALTH [N EUROPE 13
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HOW TO TRANSLATE THE PROJECT
FINDINGS IN mHEALTH?

EPF proposal of key issues for you to consider from
the perspective of chronic diseases

£ £ A STRONG PATIENTS' VOICE TO DRIVE BETTER HEALTH [N EUROPE § §

- ' & oY
MAIN ISSUES FOR USERS’ TRUST AND ACCEPTANCE 1 >'(‘

1
auropespatisnts'forum

* Lack of knowledge of mHealth applications, opportunities
and impact

* The starting point should be people not technology
v' Needs’ driven

v" Be aware of the human dimension in applications enabling
interaction with health professionals

* Capacity of users

v User-friendly applications are even more important for chronic
patients (age factor etc)

v" The usability needs to be assessed on an on going basis

v" New type of communication and interaction require building
skills for new roles and responsibilities is key

k £ & STRONG PATIENTS' VOICE TO DRIVE BETTER HEALTH [N CUROPE §§
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MAIN ISSUES FOR USERS’ TRUST AND ACCEPTANCE 2 R

1
aurcerpatiants forum

* Integrating mHealth in the delivery of healthcare

v" Unclear what the role of mHealth is/can be — focus on added
value

v Risk to exacerbate health inequalities (but also overcoming
some of them., remote areas etc!)

* The legal framework

¥ Need to clarify data protection, licence, liability and
reimbursement issues

v Confidentiality still an issue BUT overly strict data protection
and security systems should not hinder the sharing of health
information, and ultimately the health service

£ £ A STRONG PATIENTS' VOICE TO DRIVE BETTER HEALTH [N EUROPE 13
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MAIN BENEFITS FROM THE USERS’ PERSPECTIVE 1 R

1
eurcaaIpatisnts'form

» Improving quality of care through more personalised. continuous,
efficient and responsive services

» Better continuity of care thanks to improved access to and flow of
information and communication opportunities

« Strengthening patients’ adherence through more active involvement
of patients and more regular monitoring from health professionals

» Reducing health inequalities by reaching underserved patients

- Patient empowerment — mHealth can improve knowledge of the
condition, support self-management and facilitate involvement in
the care process (access)

= Economic benefits for patients : e.g. from e.g. less travel and days
off work

& £ 5 sTRONG PATIENTS VOICE TO DRIVE BETTER HEALTH IN EUROPE 59
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MAIN KEY DRIVERS FOR USERS’ ACCEPTANCE

= To accept mHealth, patients and health professionals want it fo be
user-centric as opposed to technology-driven

» mHealth should not negatively affect the patient—health
professional relationship, but rather aim to increase mutual trust

» mHealth needs to deliver real benefits and add value to users in
relation to solely conventional healthcare

= Health professionals and patients will accept mHealth only as long
as 1t can guarantee the same safety and reliability standard as
conventional health services:

» Self-confidence and competence in using mHealth and mutual
confidence between users. are crucial and should not be
underestimated

£ £ 5 sTRONG PATIENTS " VOICE TO DRIVE BETTER HEALTH [N EUROPE § 9§

THANK YOU FOR YOUR ATTENTION!

Follow us on Social Medias!

-
f /europeanpatientsforum & m:’eupatientsforum

More information:
WWW.eu-patient.eu

info(@eu-patient.eu

£ € & STRONG PATIENTS' VOICE >?< Nt/
TO DRIVE BETTER HEALTH IN EUROPE§ § .

eurnpaanpatients forum
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9.13 Susi A. Ruff, Centre for Innovation and Research: Simulation of future use of
mHealth - Movie presentation.

The MovinglLife Project

Simulation in an
innovation context

Susie A. Ruff

Head of Innovation and Technology
Transfer,

Centre for Innovation and Research

The Capital Region of Denmark

4

SE'\.fEI'\.TH FEM\" E'I'I‘DRK

*0®
L]
European Commission
Infermation Society and Media

L]
-
*e688

))) Healthcare in the Capital Region of Denmark

e Centre for Innovation and Research, the Capital
Region of Denmark (Capital and surroundings)

e 40,000 employees, 10 hospitals

e |nnovation Policy/Strategy for healthcare launched in
2012 — eHealth & mHealth are focus areas
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))) Simulation in the MovingLife project — why?

* Assess the realism of the Vision Scenarios, developed in the
project - There must be an app for that.

* Assess the potential impact of the gaps identified in the
Consolidated Road Map.

» Methodology: by acting out the scenarios using real hospital
equipment, surroundings, healthcare professionals, patients,
mock-ups of mHealth together with experts with different
professional backgrounds.

))) Traditional Simulation in Healthcare

* Training of professionals

— Simulation involves acting out a specific workflow scenario using real hospital
equipment and surroundings, but using advanced computerized mannequins
instead of real patients. It has been used to train healthcare professionals in
specific clinical situations and in the more complex training of non-technical
skills, and — not least — as a research toal into the field of human factors.

— Examples of well-known simulation centres: Standford School of Medicine
(California), Lund University (Sweden), Herlev University Hospital (Denmark).
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))) Simulation as a tool in the innovation process

* An Explorative method to

— systematically explore a new topic or trialling new functions in product,
process or service development

— promote dialogue about innovation in situations where there are
significant barriers to development and implementation

— generate new ideas to problem-solving

— investigate specific issues with iterations of sequences
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))) Reactions from the simulation

Patient Empowerment and Individualisation:

”"Why do | need a device to judge my well-being when |
am perfectly capable of judging myself? Why do | need
numbers? | know when something is wrong. | have had
this illness for years”. Laura, patient.

”My patients can not feel when they are in really poor
conditions e.g. asthmatic patients don’t notice their
lung function is reduced by 50%”, Philip Th@nnesen,

))) Reactions from the simulation

Patient-Doctor interaction:

”l assume that patients who are used to apply mHealth
will understand their own data and values much better
than the traditional patients. (...). They will expect and
ask for a new interaction with the healthcare
professional because they will be self-managing and
will ask for a consultant rather than a traditional
doctor”, Jacob Nielsen, Doctor and Patient Safety
Manager.
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))) Reactions from the simulation

User Acceptance:

"What do | do if | spill a cup of coffee on my tablet or
device? Or if | forget the tablet in the taxi on my way to
the local clinic?”, Healthcare Innovation Leader.

))) Reactions from the simulation

Medical Guidelines:

“Sometimes we meet patients who do not receive the most
basic care from their own doctor, even Danish patients. In
these cases | immediately prescribe what is needed no
matter what. | could fear what would happen if guidelines
are conflicting across countries. What kind of legal
consequences would that have for me, the patient and the
other doctor? And what if the patient is instructed in an app
with specific guidelines to follow, which are in conflicts with
our recommendations?”, specialised doctor.
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))) New perspectives from the simulation

e How can Laura be sure of getting online emergency
assistance? Do we need call centres with specialised nurses or
reserved time slots for foreign patients?

* How do we train healthcare professionals to become
consultants rather than authorities?

e What if Laura’s Italian doctor does not agree with the Danish
doctor’s prescription? Do we need EU guidelines on the major
chronic diseases?

* Do we need secure Internet spots in the same way as we
already have defibrillators deployed in strategic locations?

Please see us here:

www.moving-life.eu

Questions and
discussion

Allrights reserved. All copyright for this presentation
are owned in full by the Movinglife Project.
Permission is granted to print material published in
this presentation for personal use only. its use for
any other purpose, and in partioular its commercial
use of distribution, is strictly forbidden in the
absence of prior written approval.
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Eurcpean Commission
Information Society and Media
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3
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SEVENTH FRAMEVDRE
PROGRAMME
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9.14 Paul McCarthy, GSI: EC2020 Action points related to m-Health and need for
update to the mHealth Road Map.

mHealth and EC2020

Paul McCarthy

G5!
Final Conference, 18/04/2013 |

|JL
I
i

+
2

> > ) strategies for mHealth in Europe 2020

* The conference has already focused on the specific
recommendations developed by the MovingLife project

* | willtry to focus on how a strategy for mHealth development
and implementation can be aligned with the goals and
objectives of Europe 2020

* My intention as such is to identify a potential framework within
which specific recommmendations for mHealth developmentand
implementation can be pursued. This draws not on the roadmap
itself, but rather the insights from the methodology and
collaborations used by the MovingLife project in developing the
roadmap.
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22> Europe 2020 and Health

*  Ensuring and promoting health is an integral element of achieving smart
and inclusive growth and an important driver inthe ECZ020 vision.

— Health and productivity closely linked

— Healthcare innovation can create jobs and contribute to economic
prosperity

— European healthcare systems are facing considerable challenges in
providing and delivering healthcare

* Health addressed, currently, in 4 areas of EC2020,
— Innovation Union

— Digital agenda for Europe

Agenda for new skillsand jobs
— European platform against poverty

))) The Digital Agenda for Europe and Health/ Innovation
Europe

»  Aim to utilise ICT in solving challenges facing healthcare in Europe, key
focus on
-  Supporting indeperdent living
-  Redudng oosts
- lmproving quality
- Action 75 Ghve Europears ssqure online sooess to their medical heaith data and adhiswe widespresd flemedicine

depiloryrnent
= Aucthion 75: Proposs & recormemerdation to define & minimom oommon set of dats

- Auction 77: Fosber EU-wicde standards, interoperability tecting, and csrtificvtion of ety
- Action 72: Reinforos the Ambient Acciched Living, Joint Progmmme

* |nnovation Europe

— werallgoal of contributing to smart, indusive and sustainablegrowthinthe
EuropeanlUnion

— EKeyactionplanarethecreation of European Innovation Partnerships
— FirstEIP started, 2012, on Healthy and Active Ageing

— Combinedresearch and innovation activities formulaed aroundthis common
goal.
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))) Agenda for new skills and jobs/ European platform against poverty

= Current review of different directives
= Action plan on shortage of health workers
= Focus on health promotion

= MNeed for sustainahility and ability to finance healthcare by all citizens
but in particular older persons

222> mHealth and addressing these goals

= Fostering the development in mHealth is a complex task with a

complex set of interrelated, interdependent and sometimes competing
factors

— Sometime lost, but the basic premise aswith most healthcare
technologies isincreashg the quality and effectiveness of care provided
to patients, or reducing the prevalence of illnessin those at risk of
developing conditions

— The wider societal goals as set out in EC2020must be situated withina
raticnale thatemphasses the above point and identifies a mechanism for
a triple-win

*+ For patients
= For healthcare professionals

s For society [industry, policy, research etc. )
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The MovinglLife Roadmap and recommendations
2> $ P

= Without repeating presentations already given, the roadmap and
other recommendations can be seen as an attempt to create the
conditions to achieving this triple win

— Focusing, enabling, supporting and providing a means of validation
and standardisation for technical advancements supporting a
mHealth environment

— Creating a legaland regulatory environment that can foster a
European healthcare ecosystem [i.e. extended key European
principles, movement, trade in goods etc. to the healthcare sector)

— Enabling, involving, engaging and collaborating with all relevant
stakeholders in addressing problems for mHealth and issues which
through co-operation can be effectively tackled

22> A framework for implementation

= Mobile healthcare can deliver positive impacts on each of the four
drreas
— MNeed for the roadmapor recommendationsto be implemented (non-
exclusivity, merging of recommendations from various sources)

— Implementation requires monitaring, updating and sustained engagement
with stakeholders, both upstream and downstream

— Meed to recognise mHealth asa specificarea which can deliver positive
impacts on each of the action point areas

— Patients and Healthcare professionals essential inhow Europe can
successtully innovate and implement mHealth technologies

— Purchasers mayneed to embrace new financing models, such as pre-
commercial procurement to effectivelyutilise mHeakh
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22> Conclusions

*  The Movinglife rcadmap isa ‘Iiving' document. All roadmaps should be seen asa
potential guide. Without the gift of foresight it isimpossibleto determinethe
impact of following any recommendation with 100% certainty.

* This conference is perhaps engaged in preachingto thechoir inrelatonto
mHealth. Thechallenges are barriers which are not somuch about the potential
efficacy of the innovations it provides, but rather about how wecanreach all

stakeholders, and the divergent needs and demandsthey represent can effectively
be met.

* Dialog with and between stakehold ers is an essential first step. Dialog is however
insufficient. Moving to sustained, meaningful and reactive /proactive engagement
at a European level isthe way forward, i.e. dialog must be a precursor of co-
decisions, democratising heakhcre policy and practice etc. Beingsuccessful in
this necessitates a shift as dramatic as the one often portrayed in thechampioning
of mHealth as a revolution in healthcare delivery and practice.

22> Contact details

Paul McCarthy
pmccarthy@elobalseci.com
G5 Ltd.

Crown House
72 Hammersmith Road
London, W14 8TH

UK
+353 (0) 57-868-3303
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Please see us here;
www.moving-life.eu

=l ety s, Al opyeg i B proico el
wre oS s Bl By e Wil Feopert

Thanks for
your
attention
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