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...By the book...

« Analysis

- Business Plan

« Prototype

« Pilots

- Feedback, Changes
« First clients

- Feedback, Changes
« Return
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Analysis

 Market, Trends

- Potential customers

« Competitors, Competitors groups, Competitors' solutions
 HeartMan vs. Competitors

« Regulatory
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Analysis

« Primary economic characteristics of the industry?
 How strong are the competitive forces?

 What trends or changes can be expected?

«  What response will competitors make?

- What are the factors that will determine our ability to
succeed?

- What are the industry prospects for profitability and potential
for growth?
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Analysis - Prevalence of HF, 1-2% in dev. World
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Lessons learned

- A huge market
- With players entering now
- With different regulations per country

- A lack of special telehealth and QoL management solutions
for patients at home

« Mostly all of potential competitor groups could / might be our
partners
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mHealth ¥

Personal Digital smart watches & other body-wom devices
Assistant (PDA) or implants

With these devices it is possible
to collect big amounts of data such as

health monitoring lifestyte daily activity
@ patients can take control @-
with this data, your doctor of their health: i

will make a better diagnosis accessing their records or

& give the best treatment getting reminders about @

their medication
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Business plan

Three BMC for three potential Business Models

Key Partners

-Consortium partners
-Service providers
-Manufacturers

Key Activities

-Personalised predictive models
and DMS

-Software development (mobile
app, middleware, portal...)
-User support

-Infrastructure operation,
maintenance, management,
update

-Security mechanisms

-Pilot preparation

-Market analyses

-Decision: Product or Service?
-Final product definition,
development, and test
-Standardization and certification
-Integration (QpenEHER, HL7...)
-Who and how will pay?

Key Resources

-Multidisciplinary expertise &
Professionals

-Predictive models for CHF
-Technology

-IT infrastructure

-Finances

-Patient database and Monitoring
methods

-Research knowledge of DSS
-Personalized psychological
model

Value Proposition

-Patients with CHF:

-Health improvement

-Manage CHF at home

-Improved quality of life
Informal Caregivers:

-Peace in mind — be informed
and reassured

-Improwved gquality of life
Professional Caregivers:

-Less work

- Daily updated and reliable
information

-Act before is urgent

-Lower re-hospitalization rate
Health institutions:

-Cost savings

-Better service
Insurance companies:

-Lower cost
Researchers:

- Access to depersonalised data

All:

-Seamless application based on
DSS integrated with
psychological support, able to
improve adherence and
compliance to physical exercises,
nuiritign and drugs prescript by
doctors

Customer Relationships

-A solution with:
-Personalised recommendations
-Motivation and engagement

-Assistance

-Call service

-additional services

-Get: Advertisement,

Tradeshows &

seminars/webinars

-Keep: Updates of software,

hardware and feedback

-Grow: Customer interest,

knowledge, adherence to

therapy

-Online support

-Discussions, Forum

Channels

-Patient related organizations
({Hospitals / doctors, Care
organizations)

-Personal and Physicians
recommendations

-Sponsors

-Internet and Media (for
marketing, not sales)
-Research Project

-Websites

-General dissemination (videos,
internet...)

-1al, DSS related communities

Customer Segments

-Patients & informal caregivers
(families)

-Public healthcare systems
-Hospitals

-Insurance companies
-Telecom operators

Cost Structure

High cost:
-Fixed: HW, SW

Cost structure:

-Personnel

-Education, training, and support

-Variable: customer acquisition, installation, support, communications costs

-Infrastructure, equipment, devices
-Marketing and sales,

To:
-Institutions

-Exploit parts
wWith:

-Consulting

Revenue Streams

-Individuals: Patients, informal care givers (family)
-Solution providers / third parties:

-Exploit the eco-system

-Out-of-the-box product or subscription service

-additional products
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Business plan

Out of the box solution

- start in one country

* revenue streams: subscriptions, seminars

« subscription time: 3 years, ISV / 1st level support in-country
 initial HW cost: - est. 350€, upfront fee: 100€

« monthly subscription: 50€

e churn rate: 20%
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Business plan

Exploiting the ecosystem / developers
- multi-countries

* revenue streams: subscriptions

« monthly subscription: 200€

e churn rate: 5%
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Market analysis

Combined system, per end user license

- In countries with direct access / similar organization: mostly
out-of-the-box / end user

« Other countries: mostly exploiting the eco system
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Business plan
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Versions, Partners

One version, three modes
« Lite (wellness)

- Patient

- Caregiver

Key partners

« Consortium partners
« Pilot partners

- Service providers

- Manufacturers
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Market analysis, Business plan and regulatory issues

Exploitation - channels

- Patients with CHR (patient related organizations)
- Informal caregivers (Google Play)

- Professional caregivers (Hospitals, Pilot partners)
- Health institutions (Hospitals, Pilot partners)

« Insurance companies (NTD)

- Researchers (consortium research partners)

- All (service providers)

 New EU funded projects (for extended (large scale) pilots,
certifications)
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Regulatory process

Europe

The Regulatory Process for Medical Devices

Determine which Medical Device Directive applies to your device:
93/42/FEC | ical Devices Directive (MDD}
90/3B5/EEC - Active implantable Medical Devices Directive (AIMDD)

ing Annex IX of the MDD.

A QMS is not formally
required. However, a PMS
procedure is required

though not audited by a

Implement a Quality Management System (QMS) in accordance with Annex Il or V of 93/42/EEC.
Maost companies apply the 150 13485 standard to achieve QMS compliance.
Motified Body (ME).

L L L4 4 N2
Prepare a Technical File which provides detailed information on your Prepare a
medical device, and demonstrates compliance with 93/42/EEC Design Dossier™
V¥ ¥+ ¥ Vv L4
If you do nat have a lecation in Europe, appoint an Authorized Representative (EC REF) in Europe wha is quaiified
to handle regulatory issues. Place EC REP name and address on Instructions for Use, outer packaging, or device label.
N N L2 L2 4
No NB audit of QMS “Your QMS and Technical File or Design Dossier must be audited by a NB, a third party
or Technical File. i

accredited by European authorities to audit medical device companies and products.
A

+

+ ¥

“You will be issued a CE Marking certificate for your device and an IS0 13485 certificate for your facility following

successful completion of your NB audit. IS0 13485 certification must be renewed every year.
CE Marking certificates are typically valid for 3 years.

L

N L2
Prepare a Dedlaration of Conformity,

N2

a legally binding document prepared by the manufacturer stating
that the device is in compliance with the applicable Directive. You may now affix the CE Marking.
N + Vv +
Class | devices must be registered with ~ .
- Some EU member states require additional registration of
Competent Authority in the country where you,
or your EC REP, is based. Class lia, Il or Ml devices that are placed on their markets.
v L

N 4
Annual NB audits are not

red: Iy *You will be audited each year by a Notified Body to ensure ongeing compliance with
s perform CER apptes 93/42/EEC or 90/385/EEC. Failure to pass the audit wil invalidate your CE Marking certificate.

and PMS activities. “You must perform CER updates and PMS activities.
* Al device: ey el i ciical data. Most o these datn showid reer o the subject device

4

J

™ Cliical st are reqae for Clas i anad W mplants, thowgh mdsting clinizal dota may be acreptabie. Cirica]triss in Eurnpe mus ke pre-approved by a Europesn Competent Authorsy:
“This s Smplfid overvicw of the prozzss. Your Nafied Boy mey chosee to ausit your ssbmi

s, which

your apprnval
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ok o /

Jure Lampe

Email: jure.lampe@senlab.io

HEARTMAN Website: http://www.heartman-project.eu/
K31 facebook.com/heartman.project

L2 @Heartman_eu
L linkedin.com/grps/HeartMan-8468717
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