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Continua Health Alliance

“Our Mission is to 

establish an eco-system 

of interoperable 

personal health systems 

that empower people & 

organizations to better 

manage their health and 

wellness”
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Continua Health Alliance enables a personal health eco-system that 

empowers individuals & families to better manage their own health and 

wellness across the continuum of life and care methods.



Key  Terms

mHealth - A definition:

The provision of medical services through the use of portable devices with the 

capability to create, store, retrieve, and transmit data via mobile 

communications, often by use of an application  software programme (app)

Application  software

Third party software, usually designed to run on a smart phone or tablet, 

available through distribution platforms  such a Apple App Store or Android 

Market

mHealth - Stakeholders:

Citizens/patients

Formal care providers

Third sector/ informal care providers

Commerical partners – pharma, care providers …

IT and Telecoms industry parnters

Applications Developers
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mHealth Applications for Healthcare 

Professionals
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mHealth Applications for Patients
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Applications for Citizens
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mHealth/ eHealth Devices 

- Consumer Demands 

Consumer Electronic Association, 2011
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Consumer Demands - communication

Consumer Electronic Association, 2011



The Challenges

 mHealth and eHealth represent a paradigm shift in health 

and care  (big opportunities, and big challenges :)

 Interoperability

– Device to device

– end-to-end

 Reimbursement and liability

– clinician payment

– liability  - inc BYOD

 Regulatory Framework

– Medical Devices – software as a device

– Data Protection
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Interoperability
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Reimbursement /liabilty

 Building support of mHealth into

public and private insurance

schemes

 Developing new frameworks for 

liability

– Potential information overload

– Shared responsibility
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Regulatory Framework - Privacy

 General Data Protection Regulation (GDPR) 

 Significant new elements:

– Explicit consent

– Data minimisation

– Transparency

– Data portability

– Right to be forgotten

– Data breach notification

– Privacy by design, Privacy Impact Assessment

– DPA co-operation

– Sanctions – up to 5% annual turnover
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Regulatory Framework – Medical Devices

 MDD Guidance issued this week - MEDDEV 2.1/6

Stand alone software may be regulated if it has a direct 

impact – inclues apps

– EHR, PHR,  Image retrieval - not a device

– Simple search functions – not a device

– Search + guidance – could be a device

– Tools to interpret data – could be a device

– ….manufacturers intended purpose is important

 An example of a regulated app:

– Mersey Burns Calculator
http://youtu.be/WDdIyu9D5BI 14
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Focus

on the  Individual

Industry 

Standards

End to End Architecture
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Driving Towards mHealth



Thank you!

Petra Wilson petrwils@cisco.com

Continua Health Alliance:  www.continuaalliance.org

Thank you
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