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This Is not a problem of need ...

1 In 3 kids

born in the US today
will contract Type Il peOp|e

Diabetes ) over 60 by 2040



5Bn

mobile users
worldwide

80%

worlds population live
within range of a
mobile network

66%

of mobile users live in
emerging markets

>25°/o pa

Smartphone adoption
growing worldwide

. . . or technology

500M f

founded: 2008

—
100M

tweets daily
founded: 2006
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Healthcare Business Mode-

Froposal for hea b representaion
reform acts

Fzderal Federal Pariamen:

_____ -
Ministry of State
Health FEgE'a .-!-.i-sE'l:l:-y Federa :-:un_cil Minisiries
(Bundestag) (Bundesrat) rasponsiblz
il ——— e § swpemsin for h=alth
Il
11 I 1
| = ] |
I I | I I
I I I I / hospital care I
I | | Patient P |
Rl P & %, |
.
| I l I %'{'.l {L}&J’ I
i % ”"\\ |
| I ;

1 I
| | | - " |
I I I I Physician LI - Hespital - I
| | a E 5,
1 I {Regional) ﬁ @ . Regiona I
I! ] Phiysicians’ iy = = Hosgits I
Il tssociations = = = Crganizaiion
[ :’=’- il . d '
I I Federal & = g 5 Federa I
I | LS Assodation of | L. E Hesgits |
| I v%lan%' EHI Physidans g: : Organizafion I
I [ .
N - = ¥ . r |
| -SazEeldesh sl Somesmw | Sewsmpmes ]

e . : |
I Insurange Cffce) . Sickness funds in - Sup envision I
| one region —_——— -
|
L___§ _ Supewision Fedaral

Associations of
Siconess funds -
Megotiations 3 bout Megetiations about
available sernces and catalogue of case and
relatve paint walue procedure fees

Statutory health insurance



Healthcare Business Model

FUNDERS

PURCHASERS

PROVIDERS

CONSUMERS

PUBLICSOCIAL SECURITY

(peneral
taxation)
| ]

(e

employesi
-y
contriutions
HCFA" GONERNMENT
Medcaid Offices
I
|_' PRIVATE INSURERS MANAGED CARE

T

ELDERLY
{OVER &5 YEARS)
and

* Headth Cave Fnancing Adminkeration, an am of the ledersl govermimest,

PRIVATE EMPLOYERS PRIVATE

and EMPLOYEES INDIVIDUALS







Mobile Business Model

network
consumer
operator
| ]
Ve
7
Ve
7
Ve
7
//
handset -7

vendor



Regulations




Rockville meets Silicon Valley




Rockville meets Silicon Valley
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Patient Centric @ Market Centric
Safety First Maximize consumer value
Demonstrate efficacy Foster competition
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“at least, do no harm” “Just enough”
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Regulatory Touchpoints

patient

O mobile/medical mobile torage clinician
storage:

device network moblle
not mobile

operator
operator
4 clinician




Regulatory Touchpoints

Medical Storage - a
device End-to-end Quality of Medical Device

classification System Service
Regulation
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Privacy:

Consent to Health Privacy:

Consent to
Share?

Information
Exchange

Regulation

of
professionals

Device
Storage:

Security,




antitled] - Dpenlfice.org Calc
il Edit “ew Insert Format Tools

= —

- i

130/88 a9

Phriag " £

L] HH




Geographic Variabilities

Many take the
lead from
USA.

Patients are
accustomed
to paying ‘out
of pocket’ for

healthcare

Gulf

With good funding, and fast-
evolving infrastructure this region
is an ‘emerging market’ from the

point of view of maturity of
infrastructure and regulations

Developing
Economies

one of the fastest
growing regions in
adoption of mobile
technologies. The
appetite for
innovation is high,
and the regulatory
restrictions are
relatively low.




Regulatory Innovation.
From DHealth to MHealth




Regulatory Innovation — parallels with D-

“At least do no
harm”

Encourage
Modularity




Regulatory Innovation — “At least do no

Parallel Throughput
Trials

Adaptive Regulatory
Systems




Regulatory Innovation — Encourage
Modularity

| Conditional
s Approval
p— | Open Systems

Information
improves trials

Information
Improves outcomes
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